
© The Author(s) 2021. Published by Oxford University Press on behalf of Duke University School of Law,
Harvard Law School, Oxford University Press, and Stanford Law School. All rights reserved. For permissions,
please e-mail: journals.permissions@oup.com. This is an Open Access article distributed under the terms of the
Creative Commons Attribution NonCommercial-NoDerivs licence (http://creativecommons.org/licenses/by-
nc-nd/4.0/), which permits non-commercial reproduction and distribution of the work, in anymedium, provided
the original work is not altered or transformed in any way, and that the work is properly cited. For commercial
re-use, please contact journals.permissions@oup.com

Journal of Law and the Biosciences, 1–42
doi:10.1093/jlb/lsab012
Original Article

The precautionary principle and
genetically modi�ed organisms: A bone

of contention between European
institutions and member states

Alessandra Guida*,†

Macquarie Law School, Macquarie University, Sydney, New SouthWales, Australia
*Corresponding author. E-mail: alessandra.guida@mq.edu.au

ABSTRACT

This manuscript examines how the Precautionary Principle has been
applied to provide a mechanism for protection of the environment and
health in response to the introduction of Genetically Modi�ed Organisms
(GMOs) in Europe. It discusses how the Court of Justice of the European
Union (CJEU) handled national requests across four cases in which
Member States had failed in their attempt to trigger the Precautionary
Principle in order to uphold a ban or suspension of the cultivation or sale
of GMOs in their territory. The analysis of these judgements suggests that
the court has applied a narrow interpretation to the scienti�c evidence
emerging from risk assessments, and has thereby limited the potential for
precautionary measures by Member States to be upheld by the court. This
outcome re�ects a ‘weak’ application of the Precautionary Principle by the
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2 • The precautionary principle and genetically modi�ed organism

court in contrast with the ‘moderate’ formulation and ‘strong’ interpretation
of the principle o�ered by the European legal framework. Moreover, the
analysis highlights that the CJEU’s rulings are not keeping pace with the
development of the European normative framework which considers the
Precautionary Principle as a key tenet and, through the 2015 Directive,
enables Member States to ban GMO cultivation without referring to
scienti�c evidence.

KEYWORDS: European regulation of genetically modi�ed organisms,
AgTech, Precautionary Principle, the 2003 Monsanto Italy case, the 2007
Austrian case, the 2011 FranceMonsanto case, the 2017 Fidenato case

INTRODUCTION
The growing global population faces many challenges arising from human activities
on the environment, including climate change, loss of biodiversity and food security.
GeneticallyModi�edOrganisms (GMOs),which are the result of theuseof technology
in agriculture (AgTech), represent a prime example of an attempt to address such issues
through scienti�c innovation. A GMO is de�ned under the European framework1 as
anyorganismwhose geneticmaterial has been arti�cially altered,which canbe achieved
through several techniques to create hybrid organisms or genetic engineering.2 Trading
GMOs can present signi�cant economic opportunities for both developed and devel-
oping countries3 and, simultaneously, GMOs are viewed by some as a risk for human
health and the environment.4 Indeed, although there is a lack of unequivocal scienti�c
evidence,5 numerous studies suggest that GMO usage can lead to serious side e�ects

1 Directive 2001/18/EC de�nes a Genetically Modi�ed Organism as ‘an organism, with the exception of
humanbeings, inwhich the geneticmaterial has been altered in away that doesnotoccurnaturally bymating
and/or natural recombination’: See Directive 2001/18/EC of the European Parliament and of the Council of
12 March 2001 on the deliberate release into the environment of genetically modi�ed organisms and repealing
Council Directive 90/220/EEC [2001] OJ L 106/1, 2[2] (‘the 2001 Directive’).

2 See ‘Science and History of GMOs and Other FoodModi�cation Processes’ (U.S. Food &Drug Adminis-
tration, 2020) <https://www.fda.gov/food/agricultural-biotechnology/science-and-history-gmos-and-
other-food-modi�cation-processes>; National Research Council (US) Committee, ‘Identifying and
Assessing Unintended E�ects of Genetically Engineered Foods on Human Health’ (National Academies
Press, 2004).

3 ‘Brief 53: Global Status of Commercialized Biotech/GMCrops in 2017: Biotech Crop Adoption Surges as
Economic Bene�ts Accumulate in 22 Years’, ISAAA (Web Page) 8 <https://www.isaaa.org/resources/pu
blications/briefs/53/download/isaaa-brief-53-2017.pdf>.

4 Maria Weimer, Risk Regulation in the Internal Market: Lessons from Agricultural
Biotechnology (2019).

5 According to part of the scienti�c community, cultivation and trade of GMOs do not have collateral
e�ects to human health and the environment. Rather, these products might be seen as a means to reduce
world hunger and enhance national economies. In this respect see especially, Colestous Juma, Preventing
hunger: Biotechnology is key Preventing hunger: Change economic policy, 479 Nature 1–2 (2012); Elisa
Pellegrino et al., Impact of genetically engineered maize on agronomic, environmental and toxicological traits:
A meta-analysis of 21 years of �eld data, 8 Sci. Rep. 1–12 (2018); Frank Tenente, Feeding the World One
Seed at a Time: A Practical Alternative for Solving World Hunger, 5 Nw. Univ. J. Int’l Hum. Rts. 298
(2007).
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The precautionary principle and genetically modi�ed organism • 3

for health and the environment, such as food allergies, decreased nutritional value,
increased toxicity and antibiotic resistance.6

In the context of GMOs, the Precautionary Principle would aim to minimise the
potentially harmful e�ects on the environment and human health, while balancing
potential bene�ts to agriculture and trade. This manuscript aims to improve under-
standing of themanner in which the Precautionary Principle is applied in the adjudica-
tion of legal disputes in relation to GMOs. This investigation is particularly pertinent
and topical considering that legal research is in short supply in the rapidly evolving
�eld of GMOs.7 As Peel observed, however, ‘many questions regarding the application
of the Precautionary Principle in practice are context-dependent’,8 which invites fuller
exposition of the context for this study, which focuses on the European legislation and
case-law concerning GMOs.

Part I will brie�y review the concept of the Precautionary Principle. It will set out
the evolution of the principle in the European legal framework as well as in the case-law
of theCJEU. Then, it will focus on the core elements of the Precautionary Principle and
its relationship with scienti�c uncertainty. In conclusion, the �rst Part will situate the
role of the Precautionary Principle within the European framework.

Part IIwill set out the European legal framework governing GMOs. This investiga-
tion will focus on the recent amendments carried by the introduction of the Directive
(EU) 2015/412 (the 2015Directive)9 andDirective (EU) 2018/350 (the 2018Direc-
tive).10 The Part will then turn to the three legal mechanisms (i.e. ‘safeguard clauses’,
‘derogation from a harmonisation measure’ and ‘emergency measures’) by means of
which Member States have sought to trigger a precautionary response to control the
cultivation or sale of GMOs within their territories. This analysis will shed light on
some of the key challenges arising from the legal framework and how these might
impact on the CJEU in adjudicating disputes relating to GMOs.

Part III will carry out a detailed analysis of four key judgments of the CJEU
between 2003 and 2017: Monsanto Italy,11 Austrian case,12 France Monsanto,13 and

6 See, for example, Ania Wieczorek, Use of Biotechnology in Agriculture—Bene�ts and Risks, 3
Biotechnology 1 (2003); Trudy Netherwood et al., Assessing the Survival of Transgenic Plant DNA
in the Human Gastrointestinal Tract, 22 Nat. Biotechnol. 204–209 (2004); Charles M. Benbrook,
Impacts of Genetically Engineered Crops on Pesticides Use in the U.S.—The First Sixteen Years, 24 Environ.
Sci. Eur. 1 (2012).

7 The UN Report on Frontiers 2018/19: Emerging Issues of Environmental Concern, considers GMOs as
products which must be further investigated.

8 Jacqueline Peel, The Precautionary Principle in Practice: Environmental Decision-
Making and ScientificUncertainty 6 (2005).

9 Directive (EU) 2015/412 of the European Parliament and of the Council of 11March 2015 amending Directive
2001/18/EC as regards the possibility for the Member States to restrict or prohibit the cultivation of genetically
modi�ed organisms (GMOs) in their territory, [2001] OJ L 68/1 (‘the 2015 Directive’).

10 Commission Directive (EU) 2018/350 of 8 March 2018 amending Directive 2001/18/EC of the European
Parliament and of the Council as regards the environmental risk assessment of genetically modi�ed organisms
[2018] OJ L 67/30, (‘The 2018 Directive’).

11 Monsanto Agricoltura Italia SpA and Others v Presidenza del Consiglio dei Ministri and Others, C-236/01,
EU:C:2003:431 (‘Monsanto Italy’).

12 Land Oberösterreich and Republic of Austria v Commission of the European Communities, C-439/05 P and
C-454/05 P, EU:C:2007:510 (‘Austrian case’).

13 Monsanto SAS et al. v Ministre de l’Agriculture et de la Pêche,C-58/10 to C-68/10, EU:C:2011:553 (‘France
Monsanto’).
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4 • The precautionary principle and genetically modi�ed organism

Fidenato case.14 Their examination will improve understanding of the national and
judicial interpretation of the current state of the law on the regulation of GMOs in
Europe.15 From this analysis, it will be possible to draw conclusions about how a
narrow approach by the CJEU to scienti�c evidence emerging from risk assessments
can pre-empt the application of the Precautionary Principle during the subsequent
risk management stage, highlighting procedural and normative shortfalls in the legal
framework governing GMOs in Europe.

Final conclusions will set out key �ndings that emerge from the analysis of the
European normative framework and across the four cases. It will provide some further
critical re�ections on implications of these �ndings on the regulation of GMOs in
Europe, highlighting also directions for research.

PART I –THE PRECAUTIONARY PRINCIPLE IN EU LAW

The Precautionary Principle in the European Legal Framework
Under the European legal framework, Article 191(2) (ex Article 174(2) TEC) of the
Treaty on the Functioning of the EuropeanUnion (TFEU) refers to ‘the Precautionary
Principle’ highlighting that ‘Unionpolicy on the environment shall aim at a high level of
protection [and] shall be based on the Precautionary Principle ( . . . )’.16 Importantly,
the EU has been at the forefront of implementing this principle in di�erent areas. For
instance, Article 7 of Regulation No 178/2002 (the 2002 Regulation), which has been
taken into account by the CJEU in Fidenato, de�nes the Precautionary Principle in the
area of food law.17

The Communication from the Commission on the Precautionary Principle
(COMM(2000)) reinforces the Precautionary Principle as a key concept of the
European legal framework and, more importantly, sets a precautionary approach as
the starting point for all European regulations a�ecting health and the environment.18

It states:

[W] here scienti�c evidence is insu�cient, inconclusive or uncertain and there are indica-
tions through preliminary objective scienti�c evaluation that there are reasonable grounds
for concern that the potentially dangerous e�ects on the environment, human, animal or
plant health may be inconsistent with the chosen level of protection.19

Recourse to the Precautionary Principle is seen as ‘a central plank of Community
policy.’20 The European precautionary policy also emerges clearly from European
Directives and Regulations regulating the introduction of GMOs on the European
market. Among others, the 2001 Directive, on the release into the environment of

14 Giorgio Fidenato and Others, C-111/16, EU:C:2017:676 (‘Fidenato case’).
15 ThisPartwill only address those aspects of the caseswhich are relevant for thepurposes of this investigation.
16 Art 191(2) TFEU.
17 Regulation (EC)No 178/2002 of the European Parliament and of the Council laying down the general principles

and requirements of food law, establishing the EFSA and laying down procedures in matters of food safety [2002]
OJ L 31/1, Art 7 (‘the 2002 Regulation’).

18 Communication �om the Commission on the precautionary principle, COMM(2000) 1 �nal (2 February
2000), p 12 para 3 (‘COMM (2000)’).

19 Id. pp 9–10 (emphasis added).
20 Id. supra note 18.
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The precautionary principle and genetically modi�ed organism • 5

GMOs aims, inter alia, ‘to protect human health and the environment . . . [i] n
accordance with the precautionary principle’.21 The 2015 Directive adds also that ‘[t]
he precautionary principle should always be taken into account in the framework of
Directive 2001/18/EC and its subsequent implementation.’22

Although the COMM(2000) has not made satisfactory progress in clarifying the
Precautionary Principle further, failing even to answer many questions about its mean-
ing, its reference to reasonable grounds suggests a ‘moderate’ formulation of the princi-
ple.23 This is particularly interesting considering that the interpretation of the Precau-
tionary Principle.

commonly refers to two broad categories: ‘strong’ and ‘weak’. In short, a ‘strong’
formulation is prescriptive and favours intervention to prevent potentially harmful
activities, with the onus placed on the proponent of an activity to alleviate uncertainty
about the nature or extent of associated risks.24 In contrast, a ‘weak’ formulation
advocates intervention only in cases where a high threshold of evidence for poten-
tial harm (e.g. serious or irreversible) is available, leaving intervention as an option
and not a requirement.25 It is not uncommon to �nd critiques in the literature of a
sharp distinction between ‘weak and toothless’ and ‘strong but unreasonable’ formu-
lations of the principle.26 As such, the COMM(2000) provides a reasonable-moderate
alternative.

Further, the COMM(2000) suggests ways to improve the understanding of this
principle in Europe. Speci�cally, it proposes that the Precautionary Principle should
be examined not only in legislative texts, but also in the case law of the CJEU and
the Court of First Instance (CFI) since ‘they have already had occasion to review the
application of the precautionary principle ( . . . ) develop (ing) case law in this area.’27

These EuropeanCourts have, therefore, the power to �ll, to a certain extent, that policy
vacuum. In light of this, the following sectionprovides anoverviewof thePrecautionary
Principle in the case-law of the CJEU.

21 The 2001 Directive, supra note 1, art 1. See also, Recital and Art 4.
22 The 2015 Directive, supra note 9, Rec 2.
23 See in this regard KenishaGarnett &David J. Parsons,Multi-Case Review of the Application of the Precaution-

ary Principle in European Union Law and Case Law, 37 Risk Anal. 502–516 (2017).
24 TheWingspread Statement provides an example of a ‘strong’ interpretation of the Precautionary Principle

as it suggests the adoption of precautionary measures ‘[w]hen an activity raises threats of harm to human
health or the environment’: Steven G. Gilbert, ‘Precautionary Principle—The Wingspread Statement’ on
Toxipedia—connecting science and people (1 December 2010, updated byMariaMergel 16March 2016)
(emphasis added).

25 For example, Article 15 of the Rio Declaration refers to ‘precautionary measures’ and it is described as
tending towards a ‘weak’ version of the Precautionary Principle insofar as it quali�es the requirement
to apply the principle depending on the capacity of a State to do so, as well as by factoring in the cost-
e�ectiveness of a precautionary measure. Rio Declaration on Environment and Development, 14 June 1992,
31 ILM 874 (1992), Principle 15 (‘Rio Declaration’).

26 Daniel Steel, Philosophy and the Precautionary Principle: Science, Evidence, and

Environmental Policy 20 (2015). See also R. Powell, What’s the Harm?: An Evolutionary Theoretical
Critique of the Precautionary Principle, 20 Kennedy Inst. Ethics J. 181 (2010). H. Sterling Burnett,
Understanding the Precautionary Principle and its Threat to Human Welfare, 26 Soc. Philos. Policy 378
(2009). Ed Soule, The Precautionary Principle and the Regulation of US Food and Drug Safety, 29 J. Med.
Philos. 333 (2004).

27 COMM(2000), supra note 18, p 9.

D
ow

nloaded from
 https://academ

ic.oup.com
/jlb/article/8/1/lsab012/6277436 by M

acquarie U
niversity user on 16 June 2021



6 • The precautionary principle and genetically modi�ed organism

The Precautionary Principle in the Case-Law of the CJEU
Spanning from 1983 to 2018, a copious number of European decisions mirror how
the interpretation and application of the Precautionary Principle have evolved in the
jurisprudential path of the CJEU.28

The 1983 Sandoz case, represents the �rst case in which the CJEU recognizes
the idea underlying the Precautionary Principle by stating that ‘in so far as there
are uncertainties at the present state of scienti�c research it is for the Member
States, in the absence of harmonization, to decide what degree of protection of
the health and life of humans they intend to assure’.29 Subsequent precautionary
approaches were taken by the CJEU in the 1984Heijn and 1986Mirepoix decisions.30

In both cases, the court justi�es the implementation of measures aiming to protect
public health despite the lack of scienti�c certainties. One decade later, the
CJEU in the 1998 UK v Commission case remarks that the adoption of protective
measures under the European legal framework disregards the presence of full
evidence.31

Thus, even without referring explicitly to the principle, the CJEU has constantly
supported the adoption of a precautionary approach to safeguard humanhealth and/or
the environment.32 It is only with the 2000 Greenpeace France and Others case that
the court, for the �rst time, refers expressis verbis to the Precautionary Principle.33

Since then, judicial references to the Precautionary Principle shape and develop the
interpretation of the principle at the European level. In this respect, the 2002P�zer case
represents a milestone. The reasoning given by the CJEU in this case sheds light on a
number of aspects concerning the interpretation and application of such principle. It
clari�es that in situations of scienti�c uncertainty in which the Precautionary Principle
is applied, risk assessments should not necessarily show the reality of the risk and the
seriousness of the potential adverse e�ects.34

Also, the 2002Artegodan andOthers v Commission case points out, interestingly, ‘the
binding nature of that principle’.35 In 2002 Alpharma v Council, the court emphasises
that ‘when the precautionary principle is applied, it may prove impossible to carry out

28 In this respect, see especially, E Scotford, Environmental Principles and the Evolution of

Environmental Law 166 (2017).
29 Sandoz BV , C-174/82, EU:C:1983:213, para 16 (Sandoz). The court refers to precaution by recalling the

Frans-Nederlandse Maatschappij voor Biologische Producten, C-272/80, EU:C:1981:312.
30 Heijn, C-94/83, EU:C:1984:285;Ministère public v Mirepoix, C-54/85, EU:C:1986:123 (Mirepoix).
31 UK v Commission, C-180/96, EU:C:1998:192, para 99. See also The Queen v Ministry of Agriculture, C-

157/96, EU:C:1998:191.
32 Implicit references to the precautionary principle can be found also in Fedesa and Others, C-331/88,

EU:C:1990:391; Mondiet v Armement Islais SARL, C-405/92, EU:C:1993:906; Association pour la Pro-
tection des Animaux Savages and Others and Préfet, C-435/92, EU:C:1994:67 (ASAP); Spain v Council,
C-61/96, C-132/97, C-45/98, C-27/99, C-81/00 and C-22/01, EU:C:2002:230.

33 Greenpeace France and Others, Case C-6/99, EU:C:2000:148, paras 6, 19, 35, 40, and 44. Fourmonths a�er
this decision, the court mentions explicitly the principle also in Bergaderm and Goupil v Commission, C-
352/98 P, EU:C:2000:361, paras 32 and 52 (‘Bergaderm’).

34 P�zer Animal Health v Council, T-13/99, EU:T:2002:209, para 142 (‘P�zer’).
35 Artegodan and Others v Commission, T 74/00, T 76/00, T 83/00 to T 85/00, T 132/00, T 137/00 and T

141/00, EU:T:2002:283, para 182. See also paras 183 and 184.
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The precautionary principle and genetically modi�ed organism • 7

a full risk assessment . . . because of the inadequate nature of the available scienti�c
data.’36

In 2003, the CJEU inMonsanto Italy addresses, inter alia, the question whether, in
light of the Precautionary Principle, a Member State could adopt safeguard measures
suspending the trade in or use of GMOs within its territory according to Article 12
of Regulation (EC) No 258/97.37 Despite the court acknowledges that ‘the safeguard
clause must be understood as giving speci�c expression to the Precautionary Princi-
ple’,38 the CJEU ruled that in this case the national evidence did not reveal a necessity to
implement safeguard measures in light of the Precautionary Principle, thereby setting
the bar for proving risk closer to a standard of ‘real’ than ‘hypothetical’.39 In the
2011 France Monsanto case, the court addresses the additional question whether emer-
gency measures of Article 34 of the Regulation No1829/2003 (the 2003 Regulation)
can be adopted in light of the Precautionary Principle.40 How the court dealt with
this national question is developed below in addressing the analysis of the Fidenato
case.

In alignment with its previous case-law, the CJEU in the 2018 Bayer CropScience
v Commission case remarks that the adoption or protective measure in light of the
Precautionary Principle ‘cannot bemade subject to proof of the lack of any risk, in so far
as such proof is generally impossible to give in scienti�c terms since zero risk does not
exist in practice.’41 Nevertheless, the ongoing debate on the interpretation of risk and
the scienti�c uncertainty surrounding potentially adverse e�ects of GMOs on human
health42 and the environment43 challenge the capacity of the CJEU to operationalise
the Precautionary Principle in the �eld of GMOs. The following section explores
the core elements of the Precautionary Principle and its relationship with scienti�c
uncertainty.

36 Alpharma v Council, T-70/99, EU:T:2002:210, para 173. See also the reasoning given by the court in Solvay
Pharmaceuticals v Council, T-392/02, EU:T:2003:277, para 121.

37 Regulation (EC)No 258/97 of the European Parliament and of the Council of 27 January 1991 concerning novel
foods and novel food ingredients [1997] OJ L 43/1, art 12 (‘Novel Foods Regulation’).

38 Monsanto Italy, supra note 11, at para 110.
39 Ruby R. Fernandez, Monsanto and the Requirement for Real Risks in GM Food Regulation, 335 Loyola

Los Angeles Int. Comp. Law Rev. 335, 338 (2006). See also Commission v Denmark, C 192/01,
EU:C:2003:492; Commission v France, C-496/01, EU:C:2004:137.

40 FranceMonsanto, supra note 13, at para 38.Regulation (EC)No 1829/2003 of the European Parliament and of
the Council on genetically modi�ed food and feed, [2003]OJ L 268/1 18.10.03, art 34 (‘the 2003 Regulation’).

41 Bayer CropScience v Commission, T-429/13 and T-451/13, EU:T:2018:280, para 116 (Bayer).
42 Sean A. Weaver & Michael C. Morris, Risks associated with genetic modi�cation: An annotated bibliography

of peer reviewed natural science publications, 18 J. Agric. Environ. Ethics 157–189 (2005); S. M. Martin-
Orue et al., Degradation of Transgenic DNA From Genetically Modi�ed Soya and Maize in Human Intestinal
Simulations, 87Br. J.Nutr. 533–542 (2002);RuchirRaman,The impact ofGeneticallyModi�ed (GM) crops
in modern agriculture: A review, 8 GMCrop. Food 195–208 (2017).

43 Shobha Sondhia, Herbicide residue hazards and their mitigation modalities, in Biennial Conference of
the Indian Society of Weed Science on “Doubling Farmers’ Income by 2022: The Role of

Weed Science” 21–22 (2017); WilliamM.Muir, The Threats and Bene�ts of GM Fish, 5 Eur. Mol. Biol.
Organ. 654 (2004); William M. Muir & Richard D. Howard, Assessment of Possible Ecological Risks and
Hazards of Transgenic Fish with Implications forOther Sexually ReproducingOrganisms, 11TransgenicRes.
101 (2002).
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8 • The precautionary principle and genetically modi�ed organism

The core elements of the Precautionary Principle and its
Relationship with Scienti�c Uncertainty

Despite the ongoing debate over formulation, role, and interpretation of this princi-
ple,44 the core elements of the Precautionary Principle are relatively clear: (a) existence
of risk perceived as a threat of harm; (b) presence of scienti�c uncertainty regarding
potential e�ects; and (c) corresponding action by stakeholders.45

The Precautionary Principle is intrinsically linked to risk. Only a potentially haz-
ardous—although not merely hypothetical—situation can justify the triggering of
precautionary measures. As clari�ed by the CJEU, while risk ‘constitutes the degree
of probability that the acceptance of certain measures or practices will adversely a�ect
the interests safeguarded by the legal order’, hazard (or danger) ‘is commonly used in
a broader sense and describes any product or procedure capable of having an adverse
e�ect on human health or any other interest safeguarded by the legal order’.46

It merits noting that, like ‘risk’, what constitutes an ‘adverse e�ect’ will vary on a
subjective level,47 such as whether it is perceived by a typical consumer, environmental
activist or advocate for a multinational producer.

The concept of risk assumes a crucial role in ‘risk governance’, which Renn has
described as a process of integrating the points of view of various actors and di�er-
ent aspects of risk (scienti�c, economic, societal and cultural) in order to carry out
e�ective collective decision-making.48 Drawing upon concepts in natural science, risk
governance has three main components: risk assessment, risk management and risk
communication.49 Under the EU framework, this three-stage process is referred to as
‘risk analysis’.

The �rst phase of risk analysis (i.e. ‘risk assessment’) is located mainly in the
scienti�c domain and de�ned ‘as a tool of gaining knowledge about risks’.50 The aim
in this phase is to quantify and evaluate the probabilities of possible outcomes,51

providing a mechanism to deal with systemic risks facing society.52 Various authors
have voiced their dissatisfaction with this approach: noting that the main objective of
the ‘risk assessment’ phase is to address the range of ‘uncertainty representations’;53

arguing that this phase should be ‘solution-focused’, requiring understanding of the

44 For detailed discussions about legal debated surrounding formulation, role, and interpretation of the pre-
cautionary principle, see Arie Trouwborst, Precautionary Rights andDuties of States (2006).
Steel, supra note 26.

45 Trouwborst states that ‘[t]he three legs of the precautionary tripod, are (1) a threat of harm, (2) uncertainty,
and (3) action’: Trouwborst, supra note 44, at 30. See ArieTrouwborst, Evolution and Status of
the Precautionary Principle in International Law 51–2 (2002).

46 Bayer, supra note 41, para 121.
47 Ortwin Renn et al., Risks, in Safe or Not Safe: Deciding What Risks to Accept in Our

Environment and Food 1, 3 (Paul Pechan et al. eds., 2011).
48 Id. at 12.
49 Id. at 12. See also Anne Ingeborg Myhr & Terje Traavik, The Precautionary Principle: Scienti�c Uncer-

tainty and Omitted Research in the Context of GMO Use and Release, 15 J. Agric. Environ. Ethics 73
(2002). Paul C. Stern & Harvey V. Fineberg, Understanding Risk -Informing Decisions in a

Democratic Society (1996).
50 Renn and Al, supra note 47, at 13.
51 Myhr and Traavik, supra note 49, at 74.
52 Didier Bourguignon, ‘ThePrecautionary Principle—De�nitions, Applications andGovernance’ (Research

Paper No 573.876, European Parliament Think Tank, 2015) http://www.europarl.europa.eu/thinktank.
53 Terje Aven, Foundational Issues in Risk Assessment and Risk Management, 32 Risk Anal. 1647 (2012).
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problem;54 advocating ‘replacement of risk assessment by the precautionary princi-
ple’;55 criticising risk assessment as ‘part of an advocacy of the strong de�nition of
the precautionary principle’;56 and expressing concerns about the circumstances under
which ‘risk management depends on the knowledge input from risk assessment’.57

The second phase of risk analysis (i.e. risk management) involves the balancing
of interests through consideration of ‘subjective judgments of the community about
the signi�cance of identi�ed risks and the socio-economic factors that in�uence the
prioritisation of di�erent risk problems’.58

Finally, the third phase of risk analysis (i.e. risk communication) has been de�ned
as ‘a two-way exchange of information between interested parties about the nature,
signi�cance and/or control of a risk’.59

Noteworthy, although ‘[t]he precautionary principle should be considered within
a structured approach to the analysis of risk’,60 the COMM(2000) underlines that
the principle ‘is particularly relevant to the management of risk.’61 This approach pre-
scribedunder theEU framework aims, at least in theory, to allowa functional evaluation
of scienti�c considerations in the �rst stage of risk assessment and for societal concerns
to be addressed in the second stage of risk management. Nevertheless, according to
some scholars this approach prevents the Precautionary Principle from having any
useful input into decision-making.62 Some proponents of GMOs argue to apply the
Precautionary Principle at either the risk assessment or risk management stage,63

while others argue that the Precautionary Principle should only be applied in the risk
assessment stage.64 Thephase of ‘risk assessment’ has in fact a crucial role as underlined
by the circumstance that ‘risk management depends on the knowledge input from
risk assessment’. Thus, since the �ndings that emerge from risk assessment inform the
court’s deliberations in the subsequent risk management stage, it is hard to understand

54 Bernard D. Goldstein, The Culture of Environmental Health Protection: Risk Assessment, Precautionary
Principle, Public Health, and Sustainability, 17 Hum. Ecol. Risk Assess. An Int. J. 795 (2011).

55 Id. at 797. See also Adam M. Finkel, “Solution-Focused Risk Assessment”—A Proposal for the Fusion of
Environmental Analysis and Action, 17 Hum. Ecol. Risk Assess. 754 (2011).

56 Peter Montague, ‘Two Friends Debate Risk Assessment and Precaution’ on Rachel’s Democracy &
HealthNews920 (16August 2007)<http://www.rachel.org/=en/newsletters/rachels_news/print/920#
Two-Friends-Debate-Risk-Assessment-and-Precaution>. See also Sheldon Krimsky, The Precautionary
Approach, 13 ForumAppl. Res. PublicPolicy 34 (1999).CarolynRa�ensperger, Ted Schettler&Nancy
Myers, Precaution: Belief, Regulatory System, and Overarching Principle, 6 Int. J. Occup. Environ. Health

266 (2000). MaryO’Brien, Making Be�er EnvironmentalDecisions: An Alternative to Risk
Assessment (2000). Goldstein, supra note 54, at 797.

57 Renn and Al, supra note 47, at 14.
58 National Research Council, Risk Assessment in the Federal Government: Managing the

Process 18–9 (1983). See also Peel, supra note 8, at 146.
59 VT Covello, Risk communication and occupational medicine, 35 J. Occup. Environ. Med. 18, 18 (1993).
60 COMM(2000), supra note 18, p 2 para 4.
61 Id. supra note 61.
62 See Chauncey Starr, The Precautionary Principle Versus Risk Analysis, 23 Risk Anal. 1, 3 (2003). P

Wenneras, Fog and Acid Rain Drifting From Luxemburg Over Art. 95 (4) EC, 12 Eur. Environ. Law Rev.
169 (2003). PeterMChapman,Does The Precautionary Principle Have A Role in Ecological Risk Assessment?,
5 Hum. Ecol. Risk Assess. An Int. J. 885 (1999).

63 Gary E. Marchant& KennethMossman L., Arbitrary and Capricious—The Precautionary
Principles in the EuropeanCourts 13 (2005).

64 Anne IngeborgMyhr&Terje Traavik,The Precautionary Principle Applied to Deliberate Release of Genetically
Modi�ed Organisms (GMOs), 11Microb. Ecol. HealthDis. 65, 73 (1999).
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how the Precautionary Principle can a�ect the second stage of risk management if it is
not taken into account in carrying out risk assessment. As such, considering precaution
in the �rst informative phase of risk assessment becomes decisive. It would provide
decision-makers with a scenario in which biotechnology risks are assessed against the
adoption of precautionary actions. This, in turn, would favour the adoption of well-
informeddecisionson themanagementof biotechnology risks. In light of this, adopting
precaution in both stages of risk assessment and risk management would be desirable.

As regards the second element of the Precautionary Principle, the COMM (2000)
describes scienti�c uncertainty as follows:

Scienti�c uncertainty results usually from �ve characteristics of the scienti�cmethod: the
variable chosen, the measurements made, the samples drawn, the models used and the
causal relationship employed. Scienti�c uncertainty may also arise from a controversy
on existing data or lack of some relevant data. Uncertainty may relate to qualitative or
quantitative elements of the analysis.65

The Precautionary Principle does not cover all levels of uncertainty, as a more than
hypothetical probability of harm has to be present to trigger precaution. Nevertheless,
it encompasses all types of uncertainty.66 The possibility to trigger the Precautionary
Principle also in circumstances where scienti�c uncertainty still persists does not
mean, however, that the employment of precautionary measures disregards scienti�c
considerations. Rather, ‘[s]cienti�c considerations lie at the heart of the precautionary
principle as it relies on an in-depth assessment of scienti�c knowledge67 including any
remaining uncertainties.’68 As Trouwborst observes, ‘under the precautionary princi-
ple action is not primarily, nor even normally, taken because of scienti�c uncertainty
but rather in spite of it, and indeed even in its apparent absence’.69 In other words,
precautionary actions of states (i.e. the third element of the principle) do not depend
on the presence of scienti�c uncertainty but on the existence of a threat of harm.

To conclude, this review of the place of the Precautionary Principle in the process
of risk analysis under the European framework indicates a highly fragmented source of
legal doctrine.70 Although a signi�cant body of scholarship in this area has approached
the issue froma theoretical perspective, there is a gap in critical analysis of the direct and
indirect in�uences on judicial decision-making relating to the Precautionary Principle
in the European framework. As indicated by the Commission of the European Com-
munities: ‘To understand fully the use of the precautionary principle in the European
Union, it is necessary to examine the legislative texts, the case law of the court of Justice
( . . . ), and the policy approaches that have emerged.’71 Whilst this current inquiry

65 COMM(2000), supra note 18, at 13–14.
66 Aline L. Jaeckel, The International Seabed Authority and the Precautionary Principle—

Balancing Deep Seabed Mineral Mining and Marine Environmental Protection 38–9
(2017).

67 Id. at 36.
68 Id. at 36.
69 Trouwborst, supra note 44, at 95.
70 It should be noted that a sizable number of works do not explicitly analyse how the Precautionary Principle

a�ects policy making. Rather, the issues surrounding the principle are addressed through a theoretical lens.
71 COMM(2000), supra note 18, p 8(3).
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cannot elucidate the full range of scienti�c, economic and political interests that inform
judicial decision-making through a doctrinal researchmethodology, the analysis in this
manuscript should nevertheless improve understanding of how EU policy on GMOs
translates (or, alternatively, fails to translate) into to judicial decision-making.

This manuscript may thus also help to shed light on the extent to which EU policy
informs the court’s decision-making through its consideration of evidence in the risk
assessment phase, and whether poorly de�ned conceptual boundaries may ultimately
contribute to inconsistent applicationof thePrecautionaryPrinciple.As the application
of the Precautionary Principle is context-dependent, the following Part proceeds by
brie�y reviewing the evolution of the legal framework speci�c to GMOs in Europe.

PART II—REGULATIONOFGENETICALLYMODIFIEDORGANISMS AND
MECHANISMSTOADOPTPRECAUTIONARYMEASURESUNDERTHE

EUROPEANLEGAL FRAMEWORK

The Evolution of the European Regulation onGMOs
To date, the current European legislative framework referring to GMOs aspires to:

• Protect human and animal health and the environment by introducing a safety
assessment of the highest possible standards at EU level before any GMO is placed
on the market;

• Put in place harmonised procedures for risk assessment and authorisation of
GMOs; and

• Ensure clear labelling and traceability of GMOs placed on the market.72

In order to achieve these goals, Europe has provided as ‘building blocks of theGMO
legislation’73�ve legislative pillars represented by three EuropeanDirectives74 and two
European Regulations,75 and has implemented several rules and recommendations on
more speci�c aspects.76

The 2001 Directive,77 which replaced the previous Directive 90/220 ‘for reasons
of clarity and rationalisation’,78 represents one of the �ve legislative pillars. Through
this Directive, the European legislator expressly set out a normative framework for a

72 European Commission, ‘GMO legislation’, http://ec.europa.eu/food/plant/gmo/legislation/index_en.
htm .

73 Id.
74 The 2001 Directive, supra note 1, art 2(2); the 2015 Directive, supra note 9; Directive 2009/41/EC of the

European Parliament and theCouncil of 6May 2009 on the contained use of geneticallymodi�edmicro-organisms
(recast) [2009] OJ L 125/75.

75 The 2003 Regulation, supra note 40; Regulation (EC) No 1830/2003 of the European Parliament and of the
Council concerning the traceability and labelling of genetically modi�ed organisms and the traceability of food and
feed products produced �om genetically modi�ed organisms and amending Directive 2001/18/EC [2003] OJ L
268/24.

76 Dennis Eriksson, Recovering the original intentions of risk assessment and management of genetically modi�ed
organisms in the European union, 6 Front. Bioeng. Biotechnol. 1–4, In this respect see (2018); Dennis
Eriksson, The evolving EU regulatory �amework for precision breeding, 132 Theor. Appl. Genet. 569–573
(2019), https://doi.org/10.1007/s00122-018-3200-9.

77 The 2001 Directive, supra note 1, art 2(2).
78 Id. supra note 1, Recital para 3.
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precautionary approach79 in order to require Member States to take all appropriate
measures in order to avoid harmful e�ects on health and the environment arising from
deliberate release of GMOs into the environment or placing GMOs on the market.
However, despite the intention of the European Legislator to consider the Precaution-
ary Principle as ‘a central plank of Community policy’,80 a number of provisions, as
demonstrated by their implementation by the CJEU in Part III, e�ectively serve to
impair the Precautionary Principle from achieving its potential under the European
regulatory framework.

One sore point of such Directive concerns, for instance, the assessment of products
that have already been subjected to prior applications. Recital 17 of the 2001 Directive
emphasises that GMOs ‘which have conventionally been used in a number of applica-
tions and have a long safety record’81 are not subject to the application of provisions
laid down by the sameDirective.82 This problem forMember States emerges clearly in
FranceMonsanto,83 whichwill be analysed in Part III, insofar as the European provision
con�icts with the CJEU’s request to theMember State to carry out of a risk assessment
as completely as possible.

Give the interpretative issues posed by the 2001Directive and in the face of ongoing
public opposition to GMOs, the European normative framework has been recently
amended with the introduction of the 2015 Directive and the 2018 Directive, both
amending the 2001 Directive.

The 2015 Directive: A Critical Analysis
The 2015 Directive represents the �rst recent attempt to improve the GMOs gover-
nance system in Europe. Interestingly, in the �rst half of 2012, the Danish Government
presented a proposal that multinationals could obtain the approval to cultivate their
GMcroponEuropean territory and commit in advancenot tomarket them inobjecting
Member States; if an agreement proved unsuccessful, Member States could still �nd
themselves in a position to argue harmful e�ects on health or the environment to ban
cultivationwithin their territory. TheDanish proposal was not approved, however, and
supported by only 20 countries against the quali�ed majority.84

Instead of this negotiated approach, the 2015 Directive introduced a new Article
26-b into the 2001 Directive, which provides ‘the possibility for the Member States to
restrict or prohibit the cultivation of genetically modi�ed organisms (GMOs) in their
territory’.85

It should be noted that the Commission proposed to extend this amendment even
for the trade of GMOs. However, the European Parliament contested this proposition,

79 Id. supra note 1, art 4(1).
80 COMM(2000), supra note 18, at 12.
81 The 2001 Directive, supra note 1, Recital para 17.
82 According to art. 23, the reassessment of GM products is allowed only when new scienti�c knowledge

suggest their potential harmful e�ects.
83 France Monsanto, supra note 13.
84 P. Christensen, ‘European Council of Ministers Rejects a Proposal to Institutionalize National Bans on

GMOs’ on Seed In Context Blog—Commentary on the World of Seed (24 March 2012); Jale Tosun,
Risk Regulation in Europe Assessing the Application of the Precautionary Principle 72–3
(2012), papers2://publication/uuid/31104857–6684-4D59-950F-81472F144695.

85 The 2015 Directive, supra note 9, art 26-b.
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and consequently rejected that proposal because it was deemed to be ‘impracticable’
for its socio-economic impacts.86

At �rst glance, such an amendment would appear to provide a great opportunity for
Member States to independently decide whether to cultivate GMOs on their territory
and, consequently, the level of precaution to be applied. However, a more critical anal-
ysis reveals elements of the amendment that might preventMember States from taking
national decisions concerning the cultivation of GMOs on their territories. Member
States are, for instance, not allowed by the 2015 Directive to introduce restrictions
based on risks that the EFSA has already assessed. This means, as Geelhoed notes, that
‘Article 26b is not likely to grant Member States full autonomy to protect themselves
against the (uncertain) risks for their natural surroundings, . . . if the EFSA’s E [nvi-
ronmental] R [isk] A [ssessment] has not at all acknowledged the possibility that they
could materialise.’87

Further, thorny aspects of the 2015 Directive regard (i) its reference only to the
cultivationofGMOs, excluding the questionof trade (and consequent import) ofGMO
foodstu�s, and (ii) the vagueness of the provision that ‘Member States should also be
allowed to base their measures on . . . other legitimate factors including those relating
to cultural traditions’.88

In light of this, the adoption of the 2015 Directive may have also been motivated
by the necessity to appease Member States. Nevertheless, this observation should not
overshadow a key aspect carried by the 2015Directive: The new requirement to justify
domestic restrictions or bans on ‘compelling grounds’ does not refer to science-based
evidence. In other words, the European States are enabled to impose a ban on GMO
crops without providing any scienti�c evidence in support of their positions. This, in
turn, leaves room for the consideration of other interests related to the social impact
of GMOs.

In addition to article 26-b, the 2015 Directive added a new paragraph ‘1a’ to Article
26a of the 2001 Directive, providing that ‘[a] s from 3 April 2017 Member States in
whichGMOs are cultivated shall take appropriatemeasures in border areas of their ter-
ritory with the aim of avoiding possible cross-border contamination into neighbouring
Member States in which the cultivation of thoseGMOs is prohibited, unless suchmea-
sures are unnecessary in the light of particular geographical conditions.Thosemeasures
shall be communicated to theCommission.’89This provision shouldbe read alongwith
Recommendation C-200/1, according to which Member States can adopt measures
to exclude GMO cultivation from large areas (GM-�ee areas) whether proportionate
to the objective pursued (i.e. protection of particular needs of conventional and/or
organic farming) and in accordance with the subsidiarity principle.90 Thus, the issue

86 European Parliament, Report on the proposal for a Regulation of the European Parliament and of
the Council Amending Directive 2001/18/EC as Regards the Possibility for the Member States to
Restrict or Prohibit the Cultivation of GMOs in Their Territory (COM(2010)0375—C7–0178/2010–
2010/0208(COD)) A7–0170/2011. Strasbourg: European Parliament, at p. 17.

87 Miranda Geelhoed, Divided in Diversity: Reforming the EU’s GMO Regime, 18 Cambridge Yearb. Eur.
Leg. Stud. 20–44, 43–4 (2016).

88 The 2015 Directive, supra note 9, Recital 15 (emphasis added).
89 Id. art 1 (1).
90 Commission Recommendation on guidelines for the development of national co-existence measures to avoid the

unintended presence of GMOs in conventional and organic crops [2010] OJ 2010/C 200/01, at para 2.4.
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14 • The precautionary principle and genetically modi�ed organism

of cross-border contamination is expected to be at the centre of attention for years
to come.

To conclude, despite some normative limits, it must be recognised that Article 26-
b of the 2015 Directive grants Member States more (though not full) autonomy in
deciding whether measures restricting or banning the cultivation of GMOs on their
territory must be implemented on their territory.

The 2018Directive: A step towards a better understanding of risk
assessment and GMOs?

The 2018 Directive entered into force on 29 March 2018 amending, among others,
Annexes II of the 2001 Directive.91 The latter sets out requirements for the envi-
ronmental risk assessment (ERA) of GMOs which the 2018 Directive has partially
amended or enriched with the introduction of new sections into the 2001 Directive.
A noteworthy amendment is the introduction of the new section C.1, which now
requiresERA to identify ‘the intended andunintended changes resulting from the genetic
modi�cation and [to] evaluate their potential to cause adverse e�ects on human health
and on the environment’.92 Additionally, long-term adverse e�ects of a GMO, that is
‘e�ects resulting either from a delayed response by organisms or their progeny to long-
term or chronic exposure to a GMO or from an extensive use of a GMO in time and
space’,93mustbe considered in theERAalongwith cumulative long-termadverse e�ectsof
GMOsonhumanhealth and the environment.The latter require ‘tak [ing] into account
theGMOs deliberately released or placed on themarket in the past.’94 Before the 2018
amendments, Annex II provided only a brief and vague description of the ‘cumulative
long-term e�ects’.95

In line with the new requirement to assess cumulative long-term e�ects, the
amended section C.2 imposes the obligation to take account of ‘[r]elevant information
fromprevious releases of the sameor similarGMOsandorganismswith similar traits’.96

Interestingly, the 2001Directivemerely invited to consider this ‘relevant information’.97

The introduction of section C.1 to Annex II can be conceived as a step towards a
greater awareness about the complexity surrounding the assessment of GMOs, which
requires to be addressed by taking account of intended and untended changes as well
as long-term and cumulative long-term e�ects.

A further relevant amendment concerns the section of Annex II on steps in the
ERA, which has been enriched with more requirements for carrying out risk assess-
ment. The description of hazard characterization, referring to the ‘magnitude of each
potential adverse e�ect’, in the text of the amended Directive ‘shall’—rather than the

91 The 2018Directive also amendedAnnex III, Annex IIIB, andAnnex IV of the 2001Directive. However, for
the purposes of the present analysis, it is su�cient to shed light only on the amendment of Annex II. The
2018 Directive, supra note 10.

92 Id. Annex II, C.1 para 1.
93 Id. supra note 10, para 2.
94 Id. supra note 10.
95 The 2001 Directive, supra note 1, Annex II, para 1.
96 The amended text requires that this relevant information ‘shall be considered in the e.r.a.’: The 2018

Directive, supra note 10, Annex II, C.2.
97 Before the 2018 amendments, Annex II, section C.1 of the 2001 Directive established that relevant

information ‘can’ be taken into account. Id. supra note 10.
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less compulsory ‘should’ previously adopted—beevaluated.98Also,wherepossible, the
characterization of hazard, exposure, and riskmust be expressed in quantitative terms.99

Accordingly, ‘[t]he risk management strategies shall be described in terms of reducing
the hazard or the exposure’ with a quanti�cation of risk reduction.100 Where it is not
possible to carry out a quanti�able evaluation of hazard, exposure, and risk, the 2018
Directive requires their qualitative evaluationexpressed through the categories of ‘high’,
‘moderate’, ‘low’, and ‘negligible’.101 Finally, the overall assessment of risk is required
through a ‘qualitative and, where possible, quantitative evaluation’.102

The use of words such as ‘shall’ in considering the magnitude of each potential
adverse e�ects, highlights a further step towards a keener understanding of the com-
plexity surrounding GMOs. However, the same cannot be claimed for the acknowl-
edgement of a quantitative evaluation of risk as the preferable approach to assessing
GMOs.103 One could argue that the adoption of a quantitative approach to risk is
not surprising given that risk is commonly described as the product of the following
mathematical formula:

Risk = gravity× probability of harm104.

Nevertheless, this quanti�able de�nition does not leave room for the considera-
tion of the emerging social function of risk.105 In this respect, Thayyil argues that
a deep understanding of risk in the regulation of technology can be achieved only
by examining sociological conceptualizations of risk.106 Thus, by requiring a quan-
titative evaluation of risk, the 2018 Directive falls short of a sophisticated regula-
tion capable of capturing the high degree of complexity surrounding the assessment
of GMOs, which would require a qualitative evaluation of related adverse e�ects.
Qualitative assessments are recommended as they adopt techniques considering both
scienti�c and social discourses concerning GMOs.107 This, in turn, includes an assess-
ment of the social acceptability of uncertain risks concerning GMOs, which is highly

98 Id. supra note 10, Annex II, C.2 para 2.
99 Id. supra note 10, paras 2, 3, 4.
100 Id. supra note 10, para 5.
101 Id. supra note 10, paras 2, 3, 4.
102 Id. supranote 10, para 6 (emphasis added).TheAnnex II before the 2018 amendmentdidnot refer explicitly

to both quantitative and qualitative assessment. Some reference to quantitative issues were outlined in
Annex IIIA paras IIA(7), IIC(g), IIIA(6).

103 The 2018Directive stresses that a qualitative assessment is required only in the �nal stage of the overall risk
evaluation and conclusions. The 2018 Directive, supra note 10, para 6.

104 Catherine Althaus, Calculating Political Risk 20–3 (2008). See also Trouwborst, supra note
44, at 26–9. Renn and Al, supra note 47, at 3.

105 In this respect, see E. Donald Elliot, Risk and Culture: An Essay on the Selection of Technological and
Environmental Dangers, 12 Yale Law Sch. Leg. Scholarsh. Repos. Fac. 414 (1983). Steve Rayner,
Cultural Theory and Risk Analysis, in Social Theories of Risk 53–79, 83–116 (S. Krimsky & D. Goldin
eds., 1992). Scott Lash, Risk Culture, in The Risk Society and Beyond: Critical Issues for Social
Theory 47–62, 47–62 (B. Adam, U. Beck, & J. Van Loon eds., 2000). Alan Scott, ‘Risk Society or Angst
Society: Two Views of Risk, Consciousness and Community, in The Risk Society and Beyond: Critical
Issues for SocialTheory 33–46, 33–46 (B. Adam, U. Beck, & J. Van Loon eds., 2000).

106 Naveen Thayyil, Biotechnology Regulation and GMOs—Law, Technology and Public
Contestations in Europe 64 (2014).

107 Keith R.Hayes,Best practice and current practice in ecological risk assessment for genetically modi�ed organisms,
CSIRODiv. Mar. Res. (2004).
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relevant considering that the complexity of GMOs cannot be reduced to a scienti�c
matter.

By taking some steps forward and others back, the amendments introduced by
the 2018 Directive do not advance considerably the European regulatory framework
towards an ERAmore capable to evaluate the complexity surrounding GMOs.

Against this normative framework disciplining the regulation of GMOs in Europe,
the next sectionhighlights themechanisms throughwhichMember States triggered the
Precautionary Principle in the four cases analysed in Part III.

Mechanisms forMember States to Take PrecautionaryMeasures in
relation to GeneticallyModi�edOrganisms

TheEuropean framework providesMember States with di�erentmechanisms to adopt
precautionary measures relating to GMOs in line with EU policy. The four cases
analysed in Part III examine howMember States have sought to apply a precautionary
approach to ban the cultivation or trade of GMOs in their territory by applying three
di�erent measures:

• A ‘safeguard clause’, invoked inMonsanto Italy and France Monsanto, drawing upon
two distinct legal instruments: Article 12 of Regulation No 258/97 (Novel Foods
Regulation)108 and Article 23 of the 2001 Directive;109

• A ‘derogation from a harmonisation measure’, employed in the Austrian case, based
on Article 95(5) of the EC Treaty; and

• An ‘emergency measure’, applied in France Monsanto and in Fidenato case under
Article 34 of the 2003 Regulation.110

‘Safeguard Clauses’: Article 12 Regulation No 258/97/EC
and Article 23 of the 2001 Directive

Under the European framework, Member States can adopt di�erent mechanisms
to implement precautionary measures relating to GMOs.111 Both Italy and France
invoked a ‘safeguard clause’ drawing upon, respectively, Article 12 of Regulation No
258/97112 and Article 23 of the 2001 Directive.113

The applicant in Monsanto Italy relied on Regulation No 258/97, which concerns
novel foods and novel food ingredients in the European market. Article 12 of the 1997
Regulation allows a Member State to restrict or prohibit the trade in or use of GMOs
within its territory if it has ‘detailed grounds’ to consider that a food or food ingredient

108 Novel Foods Regulation, supra note 37, art 12.
109 The 2001 Directive, supra note 1, art 23.
110 The 2003 Regulation, supra note 40, art 34.
111 Other general measures can be adopted to invoke the Precautionary Principle. Nevertheless, this

manuscript will limit discussion to only those mechanisms considered by the CJEU in the judgments
analysed in Part III.

112 Novel Foods Regulation, supra note 37, art 12.
113 In addition, the applicant in FranceMonsanto invoked an ‘emergencymeasure’ pursuant to Article 34 of the

2003 Regulation.
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‘endangers human health or the environment’.114 This view can arise from either ‘new
information or a reassessment of existing information’.115

This Regulation refers to the assessment of substantial equivalence between new
foodstu�s and existing foods or food ingredients on the basis of either: available and
generally recognised scienti�c evidence; or, an opinion delivered by one of the food
assessment bodies of theMember State responsible for preparing the initial assessment
report.116 The parameters to carry out such evaluation include reference to ‘their
composition, nutritional value, metabolism, intended use and the level of undesirable
substances contained therein.’117 However, as suggested by Advocate General A.G.
Alber in his opinion regardingMonsanto Italy, these criteria to establish the substantial
equivalence of GM foods are not suitable for the purpose of determining whether they
present some risk to human health.118

It should be noted that, in 2013, the European Commission presented a proposal
for a more e�cient authorisation procedure to place novel foods on the European
market without compromising a high level of public health.119 Thus, on 25 November
2015, the European Parliament and Council approved Regulation (EU) 2015/2283,
which repealed and replaced Regulation (EC) No 258/97.120 Interestingly, despite
current gaps in scienti�c knowledge on bene�ts and e�ects of GMOs, the new Reg-
ulation stressed that ‘[n]ew technologies and innovations in food production should
be encouraged as they could reduce the environmental impact of food production,
enhance food security and bring bene�ts to consumers as long as the high level of
consumer protection is ensured.’121

Theapplicant inFranceMonsanto122 relied insteadon the2001Directive concerning
the deliberate release of GMOs into the environment.123 Article 23 of that Directive,
applied in France Monsanto,124 allows a Member State to provisionally restrict or
prohibit the use or sale ofGMOs in its territory if it considers ‘on detailed grounds’ that
a product constitutes ‘a risk to human health or the environment’.125 Procedurally, the
State can take this action only in cases where a product has gone through the noti�ca-
tion procedure and received consent to be placed on themarket under theDirective.126

The view to restrict or prohibit the product must be as a result of either: ‘new or

114 Id. supra note 37, Article 12
115 Id. supra note 37.
116 According to Article 1(2), there are six categories of novel foods and food ingredients to which the

provisions of Regulation 258/97 apply.
117 Novel Foods Regulation, supra note 37, art 3 (4).
118 Opinion of Advocate General Alber (C-236/01) [2003] ECR I-8110, I-63-73.
119 European Commission, Proposal for a Regulation of the European Parliament and of the Council on novel

foods COM(2013) 894 �nal 2013/0435.
120 Regulation (EU) 2015/2283 of 25 November 2015 on novel foods, amending Regulation (EU) No 1169/2011

of the European Parliament and of the Council and repealing Regulation (EC) No 258/97 of the European
Parliament and of the Council and Commission Regulation (EC) No 1852/2001 [2015] OJ L 327/1 (‘Novel
Foods Regulation 2015’).

121 Id. Recital at para 29.
122 France Monsanto, supra note 13.
123 The 2001 Directive, supra note 1, art 23.
124 France Monsanto, supra note 13.
125 The 2001 Directive, supra note 1, art 23.
126 Id. supra note 1, arts 13–39.

D
ow

nloaded from
 https://academ

ic.oup.com
/jlb/article/8/1/lsab012/6277436 by M

acquarie U
niversity user on 16 June 2021



18 • The precautionary principle and genetically modi�ed organism

additional information’ that has been made available since the date of consent, which
a�ects the environmental risk assessment; or, a ‘reassessment of existing information
on the basis of new or additional scienti�c knowledge’.127

In either case, upon invoking a safeguard clause, a Member State must immediately
inform the European Commission and the other Member States of the reasons why
the restrictive action was taken. The Commission will then determine, within the
timeframe prescribed by the relevantDirective, whether the action to adopt a safeguard
clause is deemed justi�ed or not.128

‘Derogation �om a Harmonization Measure’: Article 95(5) of the EC Treaty
Article 95(5) of the EC Treaty,129 employed in the Austrian case,130 provides a gen-
eral mechanism for a Member State to introduce national provisions in response
to a harmonisation measure in order to protect the environment. It does not refer
speci�cally to GMOs. Such measures must be based on ‘new scienti�c evidence’ in
relation to a speci�c problem arising a�er the adoption of the harmonisation mea-
sure.131 The Member State notify the Commission, which has six months to review
the grounds supporting the decision and can reject the national provision if deemed
to be ‘a means of arbitrary discrimination’, ‘a disguised restriction on trade between
Member States’ and if it constitutes ‘an obstacle to the functioning of the internal
market’.132

‘Emergency Measure’: Article 34 of the 2003 Regulation
The 2003 Regulation concerns genetically modi�ed food and feed on the European
market, consisting of: GMOs for food use; food containing or consisting of GMOs;
or food produced from or containing ingredients produced fromGMOs.133 Article 34
of that Regulation, employed in France Monsanto and Fidenato case provides an ‘emer-
gency measure’ for Member States to suspend or modify an authorisation to market
in cases where there is evidence that an authorised product is ‘likely to constitute a
serious risk to human health, animal health or the environment’ or where an urgent
need to do so arises from an opinion issued by the EFSA.134 Procedural requirements
are set out in Articles 53 and 54 of the 2003 Regulation,135 which also include a
requirement to notify the Commission which subsequently makes a determination on
the merits of the decision by the Member State, and will be discussed more fully in
Part III.

127 Id. supra note 1.
128 The Commission is required to make a decision ‘as soon as possible’ pursuant to Article 12 of Novel Foods

Regulation, and ‘within 60 days’, calculated as set out, under Article 23(2) of The 2001Directive. SeeNovel
Foods Regulation, supra note 37.

129 Article 95(5) of the EC Treaty.
130 Austrian case, supra note 12.
131 EC Treaty, art 95(5).
132 Id. art 6.
133 The 2003 Regulation, supra note 40, art 1.
134 Id. art 34.
135 Regulation (EC) No 178/2002 of the European Parliament and of the council of 28 January 2002 on the

general principles and requirements of food law, establishing the European Food Safety Authority and laying down
procedures in matters of food safety [2002] OJ L 244/1 arts 53–54 (‘Food Law Regulation’).
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Bearing the analysis carried until now in mind, the next Part III will carry out a
detailed investigation of the four seminal cases handed down by the CJEU between
2003 and 2017.

PART III—THE PRECAUTIONARY PRINCIPLE
ANDGENETICALLYMODIFIEDORGANISMS: ANALYSIS
OF FOUR SEMINALCASESOFTHECJEU (2003–2017)

The 2003Monsanto Italy case: Operationalisation of the Precautionary Principle by
means of a Safeguard Clause
Background to the Dispute

Between December 1997 and October 1998, Monsanto Europe SA, Novartis Seeds
AG and Pioneer Overseas Corporation (hereina�er “Monsanto and others”), three
companies involved in the trade of new GMmaize lines, noti�ed the European Com-
mission about their intention to place novel foods or novel food ingredients derived
from the maize lines136 (hereina�er “novel foods” or “novel foodstu�s”) on the market.
This noti�cation was required under Article 5 of Regulation 258/97/EC137 and was
accompanied by supporting opinions from the UK’s Advisory Committee on Novel
Foods and Processes, stating that the novel foodstu�s were ‘substantially equivalent to
products derived from conventional maize and were safe for use in food’.138

The Italian Health Ministry explained its objections and concerns about the intro-
duction of the foodstu�s derived from the GM maize lines into the European market
through the use of the simpli�ed procedure.139 Nevertheless, the Commission did
not deem it necessary to adopt any measure against the introduction of the contested
products. For this reason, on4August 2000, the ItalianGovernment, exercising its right
to implement protective safeguard measures under Regulation 258/97,140 adopted a
Decree to suspend trade in and use of the novel foods within Italy.141

In order to obtain an opinion about the legitimacy of the Italian measure, the
Commission, as provided by Article 11 of Regulation 258/97/EC,142 consulted the
Scienti�c Committee for Food. Although the information provided by the national
authorities did not include any speci�c scienti�c reasons to indicate that the GMO-
derived food was dangerous for health,143 the national temporary ban was allowed to
stand pending further developments due to the concerns expressed by severalMember
States about the use of the simpli�ed procedure for novel foodstu�s.144

Facing the Italian ban, in November 2000 Monsanto and others brought an action
against the Italian Government before theTribunale Amministrativo Regionale del Lazio
(hereina�er “TAR”), a regional administrative court in Italy, seeking an annulment of
the Decree of August 2000 and full compensation for the damage they had su�ered

136 Speci�cally, maize lines Bt-11, MON 810 andMON 809.
137 Novel Foods Regulation, supra note 37.
138 Monsanto Italy, supra note 11, at [19].
139 See Novel Foods Regulation, supra note 37.
140 Novel Foods Regulation, supra note 37, art 12.’
141 Monsanto Italy, supra note 11, at para [31].
142 Novel Foods Regulation, supra note 37, art 11.’
143 Monsanto Italy, supra note 11, at para [35].
144 Id. supra note 11, at paras [36], [39].
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20 • The precautionary principle and genetically modi�ed organism

as a result of the ban.145 In the circumstances, the TAR stayed the proceedings and
submitted questions to the CJEU for a preliminary ruling.146

Out of the four preliminary questions that were raised, two key issues were
addressed by the court that provide the �rst set of clues to understanding how the
Precautionary Principle is interpreted by Member States and subsequently applied by
the CJEU: (i) the concept of substantial equivalence in relation to the appropriateness
of the simpli�ed procedure; and (ii) the legitimacy of the national precautionary
measure as a result of invoking a ‘safeguard clause’ under Regulation 258/97.

Legal Reasoning of the Litigants and the Court’s Deliberations
Substantially Equivalent Foodstu�s and the Simpli�ed Procedure The �rst issue
concerns the concept of substantial equivalence and the lawfulness of the fast-track
approval procedure. Indeed, the assessment of foods as substantially equivalent to
conventional items is a pre-condition to determining whether novel foodstu�s should
be analysed under a simpli�ed procedure. In this respect, it is important to note the
existence of an agreement between the European Commission and Member States
within the framework of the Standing Committee for Foodstu�s not to apply the
simpli�ed procedure to novel foods derived from GMOs which contain transgenic
proteins from January 1998.147 Since Monsanto’s noti�cation had been given prior
to reaching that agreement, the CJEU decided to consider the issue regarding the
simpli�ed procedure.

While the reasons advanced by the Italian Republic essentially rea�rmed the gen-
eral concerns of many Member States to use the simpli�ed procedure for new food-
stu�s, observations submitted to the EuropeanCourt byMonsanto and others pointed
out that the interpretation of the concept of substantial equivalence is a matter for
scienti�c, rather than legal, determination. They argued further that, since the pro-
cedure under Article 5 of Regulation No 258/97 is applicable to foods which are
produced fromGMOs but do not contain them, as in the present case, only substantial
equivalence was at issue.148

The Italian Government emphasised that when risk assessment appears necessary,
as in this case, RegulationNo 258/97 provides for application of the normal procedure
(rather than the simpli�ed one), as referred to in Article 3(2); otherwise, the failure
of such a necessary assessment would lead to infringement an aim of Regulation No
258/97 to safeguard public health.149 The Italian Government referred to Part I, Sec-
tion 3, point 3.3 of the Annex to Recommendation 97/618/EC150, according to which
the concept of ‘substantial equivalence’ is instrumental and relative in nature, clari-
fying that such a concept and, consequently, the simpli�ed procedure, should ‘apply
only if the equivalence relates to all the factors identi�ed in Regulation No 258/97

145 Id. supra note 11, at para [40].
146 Id. supra note 11, at para [48].
147 Id. supra note 11, at para [21].
148 Opinion of Advocate General Alber, supra note 118, at para [35].
149 Monsanto Italy, supra note 11, at para [53].
150 Commission Recommendation 97/618/EC concerning the scienti�c aspects and the presentation of information

necessary to support applications for the placing on the market of novel foods and novel food ingredients and the
preparation of initial assessment reports under Regulation (EC) No 258/97 of the European Parliament and of
the Council [1997] OJ L 253/1 (‘Recommendation on Novel Foods’).
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(composition, nutritional value, and so forth)’.151 It also added that the presence of
transgenic proteins resulting from inserted geneswas not disputed.Thus, the simpli�ed
procedure could not be applied if it was found that a safety assessment regarding the
presence of inserted genes was required.152

Throughout the judgment, the CJEU referred to the aims of RegulationNo 258/97
in support of its reasoning, namely: to ensure the proper functioning of the internal
market when novel foods are involved,153 and to safeguard public health against the
resultant risks.154 According to the court, this twofold aim supports an interpretation
according to which the concept of substantial equivalence does not preclude that novel
foodswith di�erences in composition,without provenharmful e�ects onpublic health,
could be considered substantially equivalent to traditional ones.155

The CJEU asserted that the absence of substantial equivalence does not necessarily
imply that the foods in question are unsafe, but merely that they should be subject to
an assessment about their potential risks.156

The court also held that the use of a simpli�ed procedure does not amount to ‘a
relaxation of the safety requirements which must be met by novel foods.’157

Finally, the court emphasised that if the contested e�ects were considered danger-
ous to human health at the time of the initial examination, they would have to be
subject to a risk assessment. Consequently, a �nding of substantial equivalence would
be excluded.158 Since harmful e�ects were not identi�ed at the time of the initial
examination,159 the CJEU concluded on the basis of key pleadings claiming that the
novel foodstu�s could be considered substantially equivalent to existing foods and,
consequently, the use of simpli�ed procedure for their introduction to the market
should be allowed.

Legal Adoption of a Temporary Ban through a ‘Safeguard Clause’ under Article 12 of
Regulation No 258/97 In its second and third questions, the Italian National Court
had queried: (i) whether, on the basis of the Precautionary Principle, a Member State
could adopt a preventive measure suspending the trade of new foodstu�s pursuant
to Article 12 of European Regulation No 258/97; and (ii) what e�ect the valid use
of the simpli�ed procedure had on the power of Member States to adopt the above-
mentioned measure. As previously indicated, pursuant to Art.12 of Regulation No
258/97, a Member State can either temporarily restrict or suspend trade in and use
of a food or food ingredient in its territory if it has been considered harmful for human
health or the environment by new scienti�c knowledge. An analysis of this key issue
highlights some contradictory reasoning by the CJEU. The court properly viewed
the safeguard clause as a speci�c expression of the Precautionary Principle; however,
the level of evidence it required to implement a precautionary approach was highly

151 Monsanto Italy, supra note 11, at para [54].
152 Id. supra note 11, at para [55].
153 Novel Foods Regulation, supra note 37, Recital.
154 Id. supra note 37, Recital, art 3(1).
155 Monsanto Italy, supra note 11, at paras [73]–[74].
156 Id. supra note 11, at para [75–9].
157 Id. supra note 11, at para [80].
158 Id. supra note 11, at para [81].
159 Id. supra note 11, at para [84].
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rigorous, making it di�cult to successfully invoke the safeguard clause. Also, while new
foodstu�s could be placed on the market through a simpli�ed procedure, a safeguard
clause could only be utilised when theMember State �rst carried out a risk assessment
as completely as possible.

According to Monsanto and others, Article 12 Regulation No 258/97160 allows
Member States to act only when new scienti�c information has been provided, which
was not the case for Italy when it had adopted the Decree of August 4, 2000.161 In
response, the Italian Government argued that, under Article 12, a Member State could
temporarily suspend trade of novel foods placed on the market under the fast-track
approval procedure because they had not undergone a comprehensive safety assess-
ment by virtue of having been placed on themarket through a simpli�ed procedure.162

The national government stressed that, as such, Article 12 should be read in light of the
purpose of the Precautionary Principle.

The CJEU �rst stated that the applicability of Article 12 is not a�ected by the type
of the procedure followed—simpli�ed or normal—nor by the validity of the procedure
carried out.163 A�er settling this point, the European Court dealt with the central
question of whether, in light of the Precautionary Principle, a Member State could
adopt a preventive measure suspending the trade of those foods according to Article
12 of European Regulation.164

The CJEU argued that, in order to lawfully adopt a temporary restriction or sus-
pension of the trade of novel foodstu�s within a national territory, di�erent substantive
conditions had to be satis�ed. Firstly, the protective measures adopted under the safe-
guard clause could not be based on mere suppositions that had not been scienti�cally
validated;165 secondly, speci�c evidence of a risk to human health or the environment
needs to be provided;166 thirdly, such measures must be based on a risk assessment
that has been carried out as completely as possible in the particular circumstances of
each individual case;167 and �nally, the results of the risk assessment carried out must
show that the implementation of those measures is necessary in order to ensure that
novel foods are not harmful for consumers.168 A failure to satisfy any one of these
conditionswill adversely a�ect, according to the court’s reasoning, the aims guaranteed
by Regulation No 258/97.

In addition, with regards to the evidentiary threshold, the CJEU stated that Article
12 of Regulation No 258/97 requires a Member State to have ‘detailed grounds’ when
claiming that the use of new foodstu�s damages human health or the environment.169

Finally, the CJEU established that a protective measure through the safeguard
clause must nevertheless be grounded in the speci�c evidence provided by the

160 Recommendation on Novel Foods, supra note 150.
161 Opinion of Advocate General Alber, supra note 118, at para [96];Monsanto Italy, supra note 11, at para [8].
162 Monsanto Italy, supra note 11, at para [99].
163 Id. supra note 11, at para [104].
164 Id. supra note 11, at para [106].
165 Id. supra note 11, at para [106].
166 Id. supra note 11, at para [113].
167 Id. supra note 11, at para [107].
168 Id. supra note 11, at para [114].
169 Id. supra note 11, at para [108].
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competent national authority170 This is in spite of the acknowledgment that ‘the
safeguard clause must be understood as giving speci�c expression to the Precautionary
Principle’.171

Court’s Ruling
In response to the �rst issue, the CJEU established that use of the simpli�ed procedure
to place such foods on the market was permitted172 because the mere presence in
novel foods of residues of transgenic proteins at certain levels does not preclude those
foods from being considered substantially equivalent to existing foods.173 Moreover,
the court observed that the circumstances of the case did not highlight the presence of
any evidence of a risk of potentially dangerous e�ects on human health available at the
time of the initial assessment.174

With regard to the second issue, the CJEU stressed that valid use of the simpli�ed
procedure does not a�ect the power of Member States to adopt safeguard measures
according to Article 12 of Regulation No 258/97.175 Nevertheless, the legal adoption
of such measures is provided only when the Member State has �rst carried out a risk
assessment, whichmust be as complete as possible, and the outcomes of the assessment
reveal that, in the light of the Precautionary Principle, the implementation of such a
measure is necessary to ensure that a novel food does not present a danger for the
consumer.

Analysis of the Case: Can a Member State Operationalise the Precautionary Principle by
means of a ‘Safeguard Clause’ without ‘new’ scienti�c evidence?

Monsanto Italy176 has provided some early clues regarding the future direction of
the CJEU in relation to its treatment of the Precautionary Principle in relation to
GMOs based on how the court had substantively handled the national request for
operationaliseprecautionarymeasures in the context ofGMOs.As a result of the court’s
approach to scienti�c evidence regarding risks during that phase, it can be argued that
theCJEU limitedMember States’ intentions to regulateGMOsprecautionary. In doing
so, the court favours commercial aims driving a common market over precautionary
concerns about human health and the environment. This observation is supported
by critical examination of the court’s reasoning in relation to the issue of substantial
equivalence in relation to the appropriateness of the simpli�ed procedure to market
novel foods or novel food ingredients.

De�ning ‘substantial equivalence’ had become a contentious issue throughout the
judgment. A �nding that a novel food is ‘substantially equivalent’ is important because
it makes it possible to utilise a simpli�ed procedure to introduce that novel food into
the market. The CJEU held that Regulation No 258/97 supports an interpretation
according to which the concept of substantial equivalence: (i) does not preclude that

170 Id. supra note 11, at para [113].
171 Id. supra note 11, at para [110].
172 Id. supra note 11.
173 Id. supra note 11, at para [140.1].
174 Id. supra note 11.
175 Id. supra note 11, at para [140.2].
176 Id. supra note 11.
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new foodstu�s with speci�c features could be considered substantially equivalent to
traditional ones;177 and (ii) should be contextualized through thework of international
scienti�c institutions.

The overarching aims of Regulation 258/97 are: (i) to protect public health against
the risks arising from GMOs;178 and (ii) to ensure the function of the internal mar-
ket in GM foods.179 As argued by the CJEU, this supports an interpretation under
which:

[T]he concept of substantial equivalence does not preclude novel foods which display
di�erences in composition that have no e�ect on public health [or the environment] from
being considered substantially equivalent to existing foods.180

The CJEU went further to argue that:

[T]he absence of substantial equivalence does not necessarily imply that the food in
question is unsafe, but simply that it should be subject to an assessment of its potential
risks.181

It merits noting that simply establishing substantial equivalence does not constitute a
full safety assessment, even though it represents a crucial step in the assessment pro-
cess.182 Indeed, as provided by Section 3, point 3.3 of Recommendation 97/618/EC,
even if a novel food is considered substantially equivalent to an existing one, it should
be kept in mind that ‘the establishment of substantial equivalence is not a safety or
nutritional assessment in itself’.183 In that respect, the proposition by theCJEU relating
that foods deemed not to be substantially equivalent would still need to be subject to
an assessment of potential risks is not controversial.

The above interpretation by the CJEU implies endorsement of a ‘weak’ application
of the Precautionary Principle that tolerates di�erences in composition so long as
they have no e�ect on public health—in the absence of evidence to the contrary—
and thereby prioritises the function of the internal market in GMOs. In contrast, a
‘strong’ application of the Precautionary Principle would have held that substantial
equivalence does preclude novel foods with di�erences in composition in the absence
evidence of no e�ect on public health. Similarly, the second argued point by the ECJ could
be reconceived under a ‘strong’ application of the Precautionary Principle to hold that
an absence of substantial equivalence does imply that itmight be unsafe. In other words,
the phrasing of the conditions set out by the ECJ in de�ning ‘substantial equivalence’
re�ects a preference for one policy aim over the other, namely in favour of the free
circulation of goods.

What is of greater interest relates to the court’s reasoning to endorse the availability
of a simpli�ed procedure to place novel foodstu�s on the Europeanmarket. The CJEU

177 Id. supra note 11, at paras [73–4].
178 Novel Foods Regulation, supra note 37, Recital para 2, art 3(1).
179 Id. supra note 37, Recital para 1.
180 Monsanto Italy, supra note 11, at para [74] (emphasis added).
181 Id. at para [77] (emphasis added).
182 Opinion of Advocate General Alber, supra note 118, at para [44].
183 Recommendation on Novel Foods, supra note 150.
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justi�es the use of a fast-track process by stating that this did not amount to ‘a relaxation
of the safety requirements which must be met by novel foods.’184 Such a statement
is inconsistent with the Agreement between the European Commission and Member
States to no longer apply the simpli�ed procedure to novel foods derived from GMOs
which contain transgenic protein (such as in this case), having e�ect from January 1998,
but which did not apply (in this case) as a result of the timing of the noti�cation and
coming into e�ect of the Agreement.185

Further observations could be taken with the court’s reasoning relating to eviden-
tiary factors such as the timing and required threshold of evidence of potential risks.
The CJEU argued that evidence about unknown e�ects that could pose a danger to
human health generated at the time of the initial examination of the product, would have
to be subject to a risk assessment.186 By limiting the scope of inquiry to scienti�c
knowledge available at the time of the initial assessment, however, does not factor in
subsequent development of the scienti�c knowledgenor account for the slowevolution
of novel foods thatmight occur at a later time.Moreover, theprovisionof such a limiting
temporal parameter implies that novel foods, for which unknown e�ects may not have
been considered harmful to human health at the time of the initial assessment, must
not be subjected to a risk assessment later.

The court did not allow Italy to adopt a safeguard measure provided by Article 12
of Regulation No 258/97 in the absence of new scienti�c evidence about the harmful
e�ects of such foods. Indeed, the CJEU ruled that the national evidence did not reveal
a necessity to implement safeguard measures in light of the Precautionary Principle,
thereby setting the bar for proving risk closer to a standard of ‘certain’ than ‘uncertain’.
This approach to domestic evidence emerging from a risk assessment collides with a
further key statement issued by the CJEU, according to which ‘the safeguard clause
must be understood as giving speci�c expression to the precautionary principle’.187

This strict approach to scienti�c evidence adopted by the CJEU e�ectively prevented
the Member State from triggering the Precautionary Principle to uphold its safeguard
measure to ban the GMOmaize line.

In a nutshell, the analysis in this section has concluded that the CJEU interpreted
the scienti�c evidence emerging from the risk assessment stage in Monsanto Italy
by applying a rigid approach that does not provide much scope for a Member
State to invoke the Precautionary Principle in support of a ban of GMOs through
a safeguard clause under Regulation 258/97. As a consequence, Italy was unable
to promote a higher level of protection of human health than the level set by the
European Union. This is despite the Treaty of Lisbon establishing the protection
and improvement of human health as a national area of competence, where
EU policy can only intervene to support, coordinate or complement domestic
action.

184 Monsanto Italy, supra note 11, at para [80].
185 Id. supra note 11, at para [21].
186 Id. supra note 11, at para [81]
187 Id. supra note 11, at para [110].
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The 2007 Austrian Case: Operationalisation of the Precautionary Principle bymeans
of a Derogation from aHarmonizedMeasure

Background to the Dispute
On March 13, 2003, the Republic of Austria provided notice to the European Com-
mission about a dra� law of the Land Oberösterreich (Upper Austria) regarding a ban
that aimed to prohibit the cultivation of seed and planting material composed of or
containing GMOs and the breeding and release of transgenic animals. The aim of the
banwas to safeguard the environment andnatural biodiversity of the province ofUpper
Austria from harmful e�ects of GMOproduction. The noti�cation wasmade pursuant
to EC Treaty Article 95(5), which allows derogation from a harmonisation measure
provided that the domestic provisions are based on new scienti�c evidence relating to
the protection of the environment on grounds of a problem speci�c to that Member
State. In support of its ban, the Austrian Republic submitted the ‘Müller Report’188

to the Commission, which sought to demonstrate that a speci�c problem in the Land
Oberösterreich had arisen following the adoption of the 2001Directive, whichmade it
necessary to derogate from the harmonised measure.189

The ‘Müller Report’ argued that the level of environmental protection a�orded by
the 2001 Directive was not acceptable due to the problems that had arisen in Austria
subsequent to adoption of the Directive.190 In particular, the Report presented new
scienti�c evidence that indicated a danger for the local environment, emphasising that
Upper Austria had a speci�c farming structure, with small-scale farms and a substantial
level of organic farming. The Report also stressed that the problem of coexistence
between GM and non-GM crops had not been addressed by the 2001 Directive,191

and was therefore regarded as unresolved.192

Before undertaking its assessment, the Commission requested the EFSA to provide
an opinion to determine whether the Müller Report actually provided new scienti�c
evidence.According to theEFSA, theMüllerReport providedneither newdata capable
of invalidating the provisions for environmental risk assessment, nor new scienti�c
evidence in terms of risks to human health or the environment for the purpose of
justifying a general ban of the cultivation of geneticallymodi�ed seeds and propagating
material.193 As a result, the Commission rejected the request of the applicants on two
main grounds: (i) �rst, EFSA’s opinion did not corroborate the evidence of ‘theMüller
Report’; (ii) the ‘speci�c problem’ relating to small-sized farms was not deemed to be
speci�c to Upper Austria, but a common feature of several Member States and, for this
reason, not deserving of special protection.194

188 Werner Müller, GVO �eie Bewirtschaftungsgebiete: Konzeption und Analyse von Szenarien und Umsetzungss-
chritten Endbericht (Endbericht, Strobl, 28 April 2002) <http://www.keine-gentechnik.de/bibliothek/
zonen/studien/mueller_gvo_frei_bewirtscha�ung_020428.pdf>.

189 Austrian case, supra note 12, at para [8].
190 Id. supra note 12, at para [42].
191 The 2001 Directive, supra note 1.
192 Id. supra note 1, para [21].
193 Opinion of Advocate General Sharpston in Land Oberösterreich and Republic of Austria v Commission of the

European Communities,C-439/05 P and C-454/05 P, EU:C:2007:510, para [24].
194 Id. para [44].
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TheRepublic of Austria and theLandOberösterreich each brought an action before
the CFI seeking an annulment of the Commission’s decision. A�er the CFI dismissed
the actions in a single judgment, the applicants appealed to the CJEU.

The pleas of the applicants related essentially to: (i) infringement of the right to
be heard, since the CFI did not consider that Austria had been unable to respond
to an opinion of EFSA; (ii) infringement of the obligation to provide reasons and
failing to give adequate consideration to the speci�c features of Upper Austria; (iii)
consequential infringement of the EC Treaty Article 95(5); and (iv) breach of the
Precautionary Principle by failing to accord it proper weight. Among these issues, only
the �rst and third pleas were expressly addressed by the CJEU. Indeed, the court found
the fourth plea relating to a failure to consider the Precautionary Principle to be moot,
‘since a request had been submitted to the Commission under EC Treaty Article 95(5)
and it had already decided that the conditions for application of that provisionwere not
met.’195

An analysis of this reasoning of the CJEU in relation to the third plea will shed
further light on how the court’s interpretation of evidence during the risk assessment
phase impactedon the applicability of thePrecautionaryPrinciple to support a decision
by aMember State to ban GMOs.

Legal Reasoning of the Litigants and the Court’s Deliberations
The applicants submitted that the CFI did not give proper consideration to what they
submitted constituted a special feature of farming inUpperAustria, thereby failing both
to provide adequate reasons for its decisions as well as to give proper weight to the
Precautionary Principle. The crucial issue revolves around the probative value of the
scienti�c evidence contained within theMüller Report. It is important to consider this
issue because, once again, a decision by the CJEU to discount evidence put forward by
a Member State can inhibit the potential for the Precautionary Principle to be applied
successfully—and thereby suggest a failure by the court to provide adequate reasoning
for rejecting a ban that would ground its justi�cation in the Precautionary Principle.196

The applicants argued that the conditions for the application of Article 95(5)
of the EC Treaty were satis�ed, namely: evidence of new scienti�c �ndings, a pur-
pose to protect the environment, and existence of a speci�c problem. The Republic of
Austria relied on the Müller Report, which it presented as new scienti�c evidence
insofar as it had to come to light subsequent to the adoption of the 2001 Directive,
which represents the harmonisation measure from which the derogation was sought.
They argued that the level of environmental protection a�orded by the Directive
was not acceptable in relation to the speci�c nature of farming practices in Upper
Austria.

TheAustrianRepublic stressed that theCFI should have considered the inadequacy
of earlier risk assessment and subsequent application of the Precautionary Principle to
consider the coexistence of GMOs and natural crops.197 The appellants also contested
the CFI �nding of an absence of a speci�c problem for the purpose of satisfying Article

195 Austrian case, supra note 12, at para [21].
196 Opinion of Advocate General Sharpston, supra note 193, para [51].
197 Austrian case, supra note 12, at para [47].
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95(5) of the EC Treaty, which the CFI had determined to be the case as a result
of a lack of evidence about the presence of GMOs in the Land Oberösterreich.198

On a more focused point, the applicants contended that the term ‘speci�c’ provided
by that Article should not be considered synonymous with ‘unique’.199 They also
argued that the Article referred to ‘particular problems’, but not ‘exclusive problems’
of a Member State.200 This interpretations led the CFI to not examine the other
conditions provided by Article 95(5) of the EC Treaty, infringing Community Law as
a result.201 The Republic of Austria concluded by adding that the Commission and the
CFI, through a restrictive interpretation of the conditions provided by Article 95(5)
of the EC Treaty, had failed to take into account the Precautionary Principle, which
a�ected the �nal outcome of the dispute and as a consequence harming its national
interests.202

In its response, the Commission underscored that new scienti�c evidence and pro-
tection of the environment could be not considered elements of a speci�c problem, ‘but
that all three are cumulative conditions for the application of art. 95(5) EC’;203 con-
sequently, if even one condition has not been satis�ed, then the request has to be
rejected.204 With regard to the Precautionary Principle, the Commission merely cor-
roborated the explanation provided by the CFI in rejecting the plea concerning its
infringement.205 Finally, in response to the alleged infringement of Community Law
as a result of misinterpreting of the term ‘speci�c’ within Article 95(5) of the EC
Treaty, the European Commission concluded that the appellants had failed to prove,
as required by Article 95(5) of the EC Treaty, the existence of a speci�c problem by
having ‘con�ned themselves to basing their argument on the small size of farms and on
the importance of organic production.’206

According to theCJEU,Article 95(5)of theECTreaty requires that the introduction
of a domestic provision derogating from a harmonisationmeasure—in this case, provi-
sions of the 2001 Directive—must be supported by new scienti�c evidence. It should
be also considered imperative that theMember State address a speci�c problem which
arose a�er the adoption of the harmonised measure.207

The CJEU thus upheld the reasoning of the CFI and the �ndings of Commission,
reinforcing the view that the Republic of Austria had not adduced further scien-
ti�c evidence.208 The court held that, as a result of this the failure by the Member
State to give evidence as a critical condition required by Article 95(5), the CFI and
Commission did not err in dismissing the actions of appellants without seeking to
ascertain whether other conditions were been satis�ed due to the cumulative nature

198 Id. supra note 12, at para [48].
199 Id. supra note 12, at para [54].
200 Id. supra note 12.
201 Id. supra note 12.
202 Id. supra note 12, at para [49].
203 Id. supra note 12, at para I-7162 [56].
204 Id.
205 Id. supra note 12, at para [52].
206 Id. supra note 12.
207 Id. supra note 12, at para [57].
208 Id. supra note 12, at para [66].
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of those conditions.209 Consequently, the CFI had not infringed Article 95(5) of the
EC Treaty.210

Court’s Ruling
The CJEU held that the CFI had not erred by con�ning itself to analyse only the
condition concerning the existence of a problem speci�c to the Member State. It
declared that the arguments of the appellants relating to its right to be heard and breach
of Article 95(5) of the EC Treaty were ill-founded and based on irrelevant arguments.
The case was therefore dismissed.211

Analysis of the Case: Can a Member State Operationalise the Precautionary Principle by
means of a ‘Derogation �om a Harmonisation Measure’ without ‘new’ scienti�c evidence?
As with Republic of Italy, Austria tried unsuccessfully to uphold a ban of GMOs in
its jurisdiction by relying on a precautionary approach. Instead of acting through a
‘safeguard clause’, Austria attempted to trigger the Precautionary Principle by invoking
Article 95(5) of the EC Treaty to uphold its ‘derogation of a harmonisation measure’
that was contained within the 2001Directive.212 Despite the di�erent approaches, this
case raises similar concerns about the court’s interpretation of evidence emerging from
the risk assessment phase, which ultimately resulted in pre-empting full consideration
of the Precautionary Principle during the subsequent risk management phase.

AswithMonsanto Italy, the time-factor for producing evidence in relation to potential
risks associated with GMOs is crucial in both a procedural and substantive way. The
procedural limitation serves as a gatekeeper for evidence to be duly considered as part
of the normative parameters of the Precautionary Principle. Under Article 95(5) of the
EC Treaty, ‘new scienti�c evidence’ must be provided in relation to a problem arising
a�er the adoption of the harmonisation measure.213 This requirement is problematic
because it is not always possible to establish the exact moment at which an environ-
mental issue arises, which highlights the disconnect between the nature of scienti�c
uncertainty and procedural requirement of the court.

The consequence of excluding evidence at the risk assessment stage can undermine
the integrity of the risk management stage in which the Precautionary Principle is
applied without reference to all available evidence. In theAustrian case, two con�icting
reports were put before the court—the ‘Müller Report’ and the opinion of EFSA—
regarding the e�ects ofGMOs.214 By dismissing the ‘Müller Report’, theCJEU appears
to dismiss national concerns based on a narrow interpretation of the conditions set out
under Article 95(5) of the EC Treaty. It relied exclusively on the EFSA opinion. This
might raise concern about limitations on the discretionary power toMember States to
implement a precautionary approach.215

209 Id. supra note 12, at paras [68]–[70].
210 Id. supra note 12, at para [72].
211 Id. supra note 12, at paras [71]–[74].
212 The 2001 Directive, supra note 1.
213 EC Treaty, art 95(5).
214 The Austrian case, supra note 12.
215 FloorM Fleurke,What Use for Article 95 (5) EC ? An Analysis of Land Oberosterreich and Republic of Austria

v Commission, 95 J. Environ. Law 267–278, 273 (2008).
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As with Italy, Austria was denied the possibility of adhering to a higher level of pro-
tection of human health than the level of chosen by the EuropeanCourt. This outcome
canof course be rationalised as the result of balancing competingpolicy interests during
the risk management phase. However, it merits recognising that the outcome was not
based on a genuine exercise of balancing interests, but as the inevitable conclusion
resulting from the court’s exclusion of evidence (o�ered in the ‘Müller Report’) that
would otherwise have informed the riskmanagement stagewhere policy interests are to
be considered. In this respect, the question arises as to the appropriateness of a narrow
approach to evidence during the risk assessment phase, especially in an inde�nite �eld
such as the genetic engineering in which the degree and extent of impact on human
health and the environment cannot be readily quanti�ed.

As underlined by Advocate General Sharpston, the CFI and CJEU failed in their
duty to provide adequate reasoning by virtue of not having examined all of the evidence
in light of the Precautionary Principle.216He also explained that the notion of ‘new sci-
enti�c evidence’ is a highly controversial point, considering the nuances of translation
of Article 95(5) of the EC Treaty in di�erent languages.217

Thiswould suggest thatwhat theCJEUconsiders ‘new scienti�c evidence’ is open to
interpretation. As theCJEU chose to apply a narrow approach in theAustrian case,218 it
e�ectively prioritised one policy aim (to promote a commonmarket) over the other at
stake (to provide a higher standard of health or environmental protection than theEU).

Although it was not reported by the CJEU in its judgment, the Commission had
submitted two proposals to the Environment Council in relation to the maize line
in question.219 In its �rst declaration, the Council argued that ‘there is still a degree
of uncertainty in relation to the national safeguard measures on the market of [the]
geneticallymodi�edmaize variet [y] [ . . . ]MON810’.220 For this reason, theEuropean
Commission was invited to gather further evidence on the contested GMO and to
further assess the justi�ability of the Austrian precautionary measure.221

Thus, through its �rst declaration, the Council justi�ed dismissal of the European
Commission’s proposal, stressing the high level of uncertainty surroundingGMOs, and
for this reason calling for further evidence before denying the domestic request to apply
a precautionary approach.

In the face of Council’s refusal, the European Commission again consulted the
EFSA, requesting the consideration of any further scienti�c information that had
arisen subsequent to the previous scienti�c opinion concerning the safety of this
GMO.222 Once it received a new opinion from EFSA,223 the European Commission

216 Opinion of Advocate General Sharpston, supra note 193, para [51].
217 Id. supra note 193, para [124].
218 Austrian case, supra note 12.
219 Proposal For a Council Decision Concerning The Provisional Prohibition Of The Use And Sale In Austria Of

GeneticallyModi�edMaize (ZeaMays L. LineMON810)PursuantToDirective 2001/18/ECOfTheEuropean
Parliament And Of The Council, COM(2007) 586, (2007) 6 [9]–[10] http://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:52007PC0586.

220 Id. 6–7(13).
221 Id. supra note 219.
222 Id. supra note 219, 7(14).
223 The EFSA had concluded its �rst opinion on 8 July 2004.
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submitted a new proposal to the Council to require repeal of the Austrian safeguard
measure.224

In December 2006, the Environment Council, re-stated its opposition to the Euro-
pean Commission’s proposal225 by observing that ‘the di�erent agricultural structures
and regional ecological characteristics in the European Union need to be taken into
account in a more systematic manner in the environmental risk assessment.’226 This
seconddenial by theCouncil highlights the importanceof carryingout a systematic risk
assessment to address national concerns, and underscores the problem posed by a high
level of uncertainty in the assessment of GMOs and corresponding need for greater
rigour in the risk assessment stage.227

As in the Monsanto Italy,228 Austria lost its bid to uphold a ban to restrict GMOs
within its national territory, with the court ascribing greater value to a position based
on an incomplete scienti�c knowledge than the express desire of a Member State
to implement a precautionary approach. Together, these �rst two cases suggest an
emerging trend whereby the application of the Precautionary Principle is beholden to
the approach taken by theCJEU. The analysis of the third and fourth cases will provide
further support for this observation.

The 2011 FranceMonsanto and the 2017 Fidenato case: Operationalisation
of the Precautionary Principle bymeans of a an ‘EmergencyMeasure’

(along with a Safeguard Clause)
Background to the Disputes

The France Monsanto case arose when in 1995, the multinational company Mon-
santo by relying on Directive 90/220/EEC—which was subsequently replaced by the
2001 Directive—requested permission to import and cultivate MON810 maize in
France, submitting the application to France who forwarded it to the Commission
and informed the other Member States in accordance with the noti�cation procedure
set out in the Directive.229 Facing the objection of Member States, the European
Commission consulted the Scienti�c Committee on Plants (SCP). The SCP did not
�nd any evidence of possible adverse e�ects on human health or environment deriving
from the novel food. Consequently, on the basis of Directive 90/220, the Commission
authorised the introduction ofMON810maize on the Europeanmarket ofMON810
maize in 1998. Four months a�er the European authorisation, the French Minister
for Agriculture and Fisheries gave its written consent to place the product on the
market.230

In 2004,Monsanto duly noti�ed theCommission ofMON810maize as an ‘existing
product’ under the 2003 Regulation.231 Before the expiry of its permission to trade,
Monsanto applied for renewal of its authorisation to place the MON 810 maize on

224 Proposal for a Council Decision, supra note 219, 7(16).
225 Id. supra note 219, 7(17).
226 Id. supra note 219, 7(18).
227 Id. supra note 219, 7(18).
228 Monsanto Italy, supra note 11.
229 The product was (and it is still) subject to the provisions of the 2003 Regulation, supra note 40.
230 Patricia B. Robbins,GMOReignited in Science but Not in Law: A Flawed Framework Fuels France’s Stalemate,

69 FoodDrug Law J. 429, 431 (2014).
231 The 2003 Regulation, supra note 40, art 20(1a).
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the market under the same of the 2003 Regulation,232 rather than through the 2001
Directive233 which had replaced Directive 90/220/EEC under which the product had
been initially approved in 1998.

While Monsanto’s application for renewal was pending at the EU level, the
French Minister of Agriculture and Fisheries �rst suspended the transfer and use
of such modi�ed seeds in its national territory, and then prohibited the planting
of maize seed varieties derived from maize MON 810 until a decision on the
renewal of the authorisation had been taken.234 The French Minister noti�ed
theCommissionof its action, classifying it �rst as an ‘emergencymeasure’ in accordance
with Article 34 of the 2003 Regulation235 and Articles 53 and 54 of Regulation No
178/2002,236 and then also as a ‘safeguard clause’ pursuant to Article 23 the 2001
Directive.237

In the face of this national ban, Monsanto and other companies (hereina�er ‘Mon-
santo and others’) brought an action for an annulment of the French order before the
Conseil d’État,238 which decided to stay the proceeding for annulment of the French
order and refer the matter to the CJEU for a preliminary ruling.239

The CJEU discussed ‘whether, if the only emergency measures that can be used
are those referred to in Article 34 of the regulation ( . . . ) a Member State may none
the less adopt unilateral measures as the French Republic did in the present case’.240

The court was also called to establish what conditions, in particular as regards possible
risks and taking into account the Precautionary Principle, justify the adoption of
measures taken under Article 23 of the 2001 Directive and Article 34 of the 2003
Regulation.241

As will be explained in the analysis below, this judgement ‘could have signi�cant
legal-political and practical consequences for EUmulti-level governance of GMOs’.242

A few years a�er the France Monsanto’s ruling, the CJEU addressed the Fidenato
case, which arose with the Italian Government’s request to the European Commission
for adopting a ban prohibiting the cultivation of GMMaize 810 on the Italian territory
by means of the emergency measures under Article 34 of the 2003 Regulation.
Facing this request, the European Commission asked for the EFSA’s opinion on the
scienti�c evidence presented by Italy to support its request. As the EFSA found the
lack of new scienti�c evidence supporting the harmfulness of the contested maize,
the European Commission rejected the national request. Nonetheless, the Italian

232 Id. supra note 40, art. 20(4).
233 The 2001 Directive, supra note 1.
234 In the same year, the Commission on Genetic Modi�cation (COGEM)—an independent scienti�c

advisory committee—supported the safety of MON810, recommending Europe to renew the expiring
authorization required byMonsanto.

235 The 2003 Regulation, supra note 40, art 34.
236 Food Law Regulation, supra note 135, arts 53–4.
237 The 2001 Directive, supra note 1, art 23.
238 The Conseil d’État is the highest French administrative authority.
239 France Monsanto, supra note 13.
240 Id. supra note 13, 14.
241 France Monsanto, supra note 13, at para [38].
242 Maria Weimer, The Right to Adopt Post-Market Restrictions of Genetically Modi�ed Crops in the EU—A Shift

�om De-Centralised Multi-Level to Centralised Governance in the Case of GM Foods, 3 Eur. J. Risk Regul.
445, 449 (2012).
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Government issued a national Decree prohibiting the cultivation of GM Maize 810
on the Italian territory. In light of this Decree, Mr Giorgio Fidenato and Others
(the Applicants) were prosecuted for having cultivated GM Maize 810 in Italy.
Considering the Decree as unlawful, the Applicants lodged an opposition against the
panel order.

Before taking any decision, the Italian Tribunal asked the CJEU the preliminary
question of whether the emergency measures under article 34 of the 2003 Regulation
can be applied in light of the Precautionary Principle, without satisfying the conditions
in this Article.243

Legal Reasoning of the Litigants and the Court’s Deliberations
Legal Adoption of Unilateral Measures by Member States

In France Monsanto, the national court aimed to examine whether a Member State
could adopt unilateral measures other than as referred to in Article 34 of the 2003
Regulation.244

Monsanto and others, supported by the Commission, based their arguments on
a systematic reading of Article 34 of the 2003 Regulation245 that, in order to adopt
emergency measures, refers to the procedure set out in Articles 53 and 54 of Regu-
lation No 178/2002.246 They claimed that a Member State could not adopt unilateral
emergency measures without having �rst informed the Commission and requested it
to act under Article 53 of Regulation No 178/2002.247 A national government could
take unilateral measures only in a case where the Commission fails to act, as set out in
the Regulation.248

In contrast, the French Government suggested a di�erent interpretation of Article
53. It was argued that, according to this provision, the Commission has to adopt
appropriate measures where the problem ‘cannot be contained satisfactorily by means
of measures taken by the Member State(s) concerned’.249 In other words, as was
also observed by the Advocate General Mengozzi, according to a literal reading of
the Article, Member States should have a primary role to adopt emergency mea-
sures.250

TheCJEU established that if aMember State intends to adopt emergencymeasures
pursuant to Article 34 of the 2003 Regulation, it has to comply with the substantive
conditions provided by that Article, as well as the procedural conditions laid down
by Article 54 Regulation No 178/2002.251 According to the procedure set out by the
latter Article, a Member State, must �rst notify the Commission of its intention to
adopt emergency measures, and only then, if the Commission does not act according

243 See Part II, Section D.3
244 The 2003 Regulation, supra note 40, art 34.
245 Id. supra note 40, art 34.
246 Food Law Regulation, supra note 135, arts 53–4.
247 France Monsanto, supra note 13, at paras [30–2].
248 Opinion of AdvocateGeneralMengozzi, ( JoinedCasesC-58/10 toC-68/10) [2011] ECR00000, at para 26.,

at para 47.
249 Food Law Regulation, supra note 135, art 53(1).
250 Opinion of Advocate General Mengozzi, supra note 248, at para 49.
251 Id. supra note 248, at para [69].
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to Article 53, can the Member State adopt an interim protective (a�er which it must
immediately inform the Commission and other Member States).252

On this point, the CJEUmade explicit reference to its decision inMonsanto Italy,253

and concluded that a Member State is authorized to adopt emergency measures pur-
suant to Article 34 of the 2003 Regulation, but only if the emergency measures was
adopted in accordance with the procedural conditions set out in Article 54 Regulation
No 178/2002/EC, compliance with which (as in this case) should be ascertained by
the national court of reference.254

Conditions for the Adoption of Emergency Measures in Light of the Precautionary
Principle A further issue relates to the nature of requirements imposed by Article 23
of the 2001 Directive255 and Article 34 of the 2003 Regulation.256 This issue was not
argued by the parties, but was rather a point of deliberation by the court. Speci�cally,
the FrenchCourt considered the correct reading and legal application of the protective
measures byMember States in the light of the Precautionary Principle.

By interpreting thewordingofArticle 34of the2003Regulationconcisely, theCJEU
stated that the expressions ‘likely’ and ‘serious risk’ in the text of the Article have to
be understood as referring to a signi�cant risk that clearly jeopardises human health,
animal health or the environment.257 Moreover, it added that the presence of a risk
must be established by reference to new evidence based on reliable scienti�c data.258

With regard to the degree of risk, the court, explicitly referred to theMonsanto Italy,259

and declared that measures pursuant to Article 34 of the 2003 Regulation must not be
based on a hypothetical approach to the risk, but ‘may be adopted only if they are based
on a risk assessment which is as complete as possible in the particular circumstances of
an individual case, which indicate that those measures are necessary.’260

The CJEU also emphasized that when an emergency measure is adopted by a
Member State, the national courts are competent to assess the legality of thesemeasures
in light ofArticle 34of the2003Regulation andArticle 54RegulationNo178/2002.261

It is the duty of the CJEU to ensure the uniformity of European Union law, but only
a�er thematter hadbeen addressedby anational court.262However,when theStanding
Committee on the Food Chain and Animal Health is consulted by the Commission as
part of the court’s assessment in a case, the �nal decision adopted at European Union
level (alongwith the related factual and legal assessments)must be considered ‘binding
on all bodies of the Member State which is the addressee of such a decision’.263

252 Id. supra note 248, at para [70].
253 Monsanto Italy, supra note 11, at para [110].
254 Id. supra note 11, at para [74].
255 The 2001 Directive, supra note 1, art 23.
256 The 2003 Regulation, supra note 40, art 34.
257 France Monsanto, supra note 13, at para [75].
258 Id. supra note 13, at para [76].
259 Monsanto Italy, supra note 11, at paras [106–7].
260 France Monsanto, supra note 13, at para [77].
261 Id. supra note 13, at para [79].
262 Id. supra note 13.
263 Id. supra note 13, at para [80].
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The CJEU concluded by reiterating that, in addition to urgency, Article 34 of the
2003 Regulation requires Member States to establish the existence of a situation that
is likely to constitute a clear and serious risk to human health, animal health or the
environment.264

It should be noted that no reference was made by the CJEU to the Precautionary
Principle, even if explicitly required by the national court, nor did it provide any
explanation of the di�erent formulation of conditions laid down byArticle 23 the 2001
Directive and Article 34 of the 2003 Regulation.

The brief and concise preliminary judgment issued by the court in Fidenato case
does not need to be set out in a dedicated section as it is closely aligned with the
judicial reasoning in France Monsanto.265 Indeed, by referring back to its 2011 ruling,
theCJEU remarked that the adoption of emergencymeasures underArticle 34 requires
(i) evident and serious risk which is established on the basis of new evidence based on
reliable scienti�c data’,266 and (ii) ‘a risk assessment which is as complete as possible’ in
circumstances indicating ‘that those measures are necessary’.267

Court’s Rulings
In France Monsanto, the CJEU held that Member States could adopt emergency mea-
sures under Article 34 of the 2003 Regulation only in accordance with the procedural
conditions set out in Article 54 of Regulation 178/2002. Member States must also
demonstrate urgency as well as the existence of clear and serious risk to human health,
animal health or the environment. In so doing,Member Statesmust rely on ‘a risk assess-
mentwhich isas complete as possible in theparticular circumstancesof an individual case,
which indicate that those measures are necessary.’268

In Fidenato case, the CJEU delivered in 2017 its preliminary ruling in which it was
established that emergency measures under Article 34 of the 2003 Regulation cannot
be adopted solely in light of the Precautionary Principle.

Cases Analysis: Can a Member State Operationalise the Precautionary Principle by means
of an ‘Emergency Measure’ without ‘new’ scienti�c evidence?

France Monsanto269 revolves primarily around procedural issues insofar as it relates
to actions taken in relation to a GM product authorized by a Directive that is no
longer in force (Directive 90/220/EEC),270 and then noti�ed to the Commission as
an ‘existing product’ under a newer Regulation.271 The identi�cation of MON 810
maize as ‘existing’ allowed the company to renew its expiring authorization to place
such product on theEuropeanmarketwithout undergoing a new risk assessment under

264 Id. supra note 13, at para [81].
265 For a thorought analysis of Fidenato case, see Alessandra Guida, The 2017 Fidenato case and the 2015

Directive: The curious case of GMOs in Europe, Rev. Eur. Comp. Int. Environ. Law 1–10 (2020).
266 Fidenato case, supra note 14, at p 6. (emphasis added).
267 Id. supra note 14.
268 France Monsanto, supra note 13, at para [77].
269 Id. supra note 13.
270 The 2001 Directive, supra note 1.
271 Indeed, a novel food can be noti�ed as ‘existing product’ according to the conditions set out in the 2003

Regulation, supra note 40, art 20.
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the more stringent provisions of the 2001 Directive272 (which had replaced Directive
90/220/EEC). This outcome re�ects a less stringent approach to evidence because
it allowed Monsanto to maintain its product on the market on the basis of a less
demanding (and less recent) risk assessment than would have been required under the
newDirective. This is not necessarily inconsistent with the general requirement for the
re-assessment of GMOs under the European framework to be undertaken only when
new scienti�c knowledge suggests potential harmful e�ects. Indeed, under the Recital
of the 2001 Directive, GMOs ‘which have conventionally been used in a number of
applications and have a long safety record’ are to be excluded from reassessment.273

By placing the onus on the French Government to provide new scienti�c evidence to
support its ban, the Commission e�ectively treated Monsanto’s product as a long-
standing product that should be excluded from re-assessment.274

This outcome, however, stands in contrast to the stricter approach imposed by the
court onMember States to invoke an emergency measure under Article 34 of the 2003
Regulation only a�er providing a risk assessment that is as ‘complete as possible’ and
only when ‘necessary’.

A further similarity in approach to evidence emerges when this case is considered
againstMonsanto Italy, inwhich, theCJEUpermitted access to a simpli�edprocedure to
market novel foods derived fromGMOswhich contained transgenic proteins.This is in
spite of the agreement betweenMember States and theCommission that the simpli�ed
procedure would no longer be available (noting that this agreement was not in place
at the time of noti�cation of the novel product). The court justi�ed this decision on
the basis that use of a fast-track procedure did not amount to a relaxation of the safety
requirements thatmust bemet by novel foods. In FranceMonsanto, the court appears to
have once again facilitated an expedited process by not requiring a new risk assessment
in line with revised criteria under the new Directive.

In France Monsanto, the court explicitly acknowledges Article 34 of the 2003 Regu-
lation as a validmechanism forMember States to suspend or prohibit theGMOs use or
sale. However, as with the preceding cases discussed in this Part, the practicality of the
availability of this mechanism does not appear to support the spirit of a precautionary
approach under the emergency measure provided by Article 34, nor through the
claimed intention to interpret the national provision in the light of the Precautionary
Principle.275 According to the interpretation of the CJEU, Article 34 of the 2003
Regulation allows the legal adoption of the related emergency measures by Member
States only when they can prove the presence of a situation characterized by urgency
in addition to the existence of clear and serious risk to human health, animal health or
the environment.276 Moreover, a measure must rely on new evidence based on reliable
scienti�c data.277

As a �nal point of re�ection on this case, it merits recalling that the CJEU did
not provide detailed reasoning in the Austrian case in relation to the issue of new

272 The 2001 Directive, supra note 1.
273 Id. supra note 1.
274 Robbins, supra note 230, at 436.
275 France Monsanto, supra note 13, at para [71].
276 Opinion of Advocate General Mengozzi, supra note 248, at paras 66–7.
277 France Monsanto, supra note 13, at para [76].
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scienti�c evidence.278 Similarly, in France Monsanto, the court did not explain how the
reading of the conditions under which protective measures set out by Article 23 of the
2001 Directive and Article 34 of the 2003 Regulation could be invoked in relation to
the Precautionary Principle, nor did it address the third question put forward by the
national court.279 This lack of elaboration of the questions that would serve to provide
guidance on protective measures disregards interests ofMember States to implement a
precautionary approach in the �eld of GMOs.

The manner in which the CJEU interpreted scienti�c evidence emerging from the
risk assessment stage was met by strong objections by the French Government. For
this reason, notwithstanding the deliberation of the CJEU in September 2011 and the
following act in November 2011 by the Conseil d’Etat which declared the ban of 2008
on the cultivation of MON 810 to be illegal, the French Government on February
20, 2012 submitted to the EC an ‘emergency measures document’,280 extending the
prohibition of MON 810 cultivation.281 This novel document was supported by new
documentation as evidence of the necessity to adopt emergency measures on French
territory to avoid harmful e�ects of genetically modi�ed product contested in the
European judgment. The French document cited ‘environmental risks’282 because
it contains new and important scienti�c data concerning risks to the environment
not previously examined by EFSA’s GMO Panel.283 Even so, the GMO Panel again
found no new scienti�c evidence to support an emergency measure regarding MON
810.284 Consequently, in August 2013, the Conseil d’Etat again declared the French
ban to be illegal.285 Nevertheless, the French President François Hollande con�rmed
an extension of the moratorium on the cultivation of Monsanto’s GM maize MON
810.286

The strict judicial interpretation of the legalmechanisms adopted byMember States
to implement precautionary measures emerges again in the Fidenato case judgment,
which seems to be a déjà vu of France Monsanto and, to same extent, Austrian case.
Similarly to the previous rulings, the strict interpretation of the conditions set out
in Article 34 does not seem to leave room for a precautionary reading of the related
emergency measures.

278 Advocate GeneralMengozzi o�ered an alternative reading of Article 34 which would bemore favourable to
a precautionary approach. See Opinion of Advocate General Mengozzi, supra note 248, at para 68.

279 A detailed comparison between the conditions laid down by Article 23 the 2001 Directive and Article 34
of the 2003 Regulation can be found in Opinion of Advocate General Mengozzi, supra note 248, at paras
57–71.

280 Marcel Kuntz, John Davison & Agnès E Ricroch, Supplementary Information 1—to The French Government
Ban of Bt MON 810Maize Undermines Science-Based Risk Assessment—ANote �om the French authorities to
the European Commission, 31 Nat. Biotechnol. 498 (2013).

281 Marcel Kuntz, John Davison & Agnès E Ricroch, What the French Ban of Bt MON810 Maize Means for
Science-Based Risk Assessment, 31 Nat. Biotechnol. 498, 498 (2013).

282 Robbins, supra note 230 at 432.
283 See Kuntz, Davison, and Ricroch, supra note 281 at 498. See also Enrica Blasi, I nuovi margini del potere

decisionale degli stati europei in materia di organismi geneticamente modi�cati, 1 Riv. quadrimestrale di
Dirit. dell’ambiente 150, 157 (2015).

284 Robbins, supra note 230 at 433.
285 Id. at 433.
286 French President Con�rms Ban on Monsanto’s GM Maize MON810, Sustainable Pulse (August 2,

2013) 1< http://sustainablepulse.com/2013/08/02/french-president-con�rms-moratorium-on-monsa
ntos-gm-maize-mon810/#.V1-EQPmqpBc.

D
ow

nloaded from
 https://academ

ic.oup.com
/jlb/article/8/1/lsab012/6277436 by M

acquarie U
niversity user on 16 June 2021

http://sustainablepulse.com/2013/08/02/french-president-confirms-moratorium-on-monsantos-gm-maize-mon810/#.V1-EQPmqpBc
http://sustainablepulse.com/2013/08/02/french-president-confirms-moratorium-on-monsantos-gm-maize-mon810/#.V1-EQPmqpBc


38 • The precautionary principle and genetically modi�ed organism

The CJEU highlights two key di�erences between the Precautionary Principle, as
de�ned byArticle 7 of the 2002Regulation, and the emergencymeasures under Article
34 of the 2003 Regulation.

Firstly, the CJEU points out that whereas Article 34 requires ‘evidence’ that autho-
rized products are likely to constitute a serious risk, Article 7, which gives expression to
the Precautionary Principle, ‘is subject to the condition that, following an assessment of
available information, the possibility of harmful e�ects on health is identi�ed but that
scienti�c uncertainty persists’.287 This statement ignores the fact that precautionary
actions do not depend on the presence of uncertainty but, rather, on a threat of harm.

Given that, a number of questions arise: Should the Precautionary Principle lower
the level of evidence required by the CJEU to interpret the emergencymeasures under
Article 34 of the 2003 Regulation? If so, why does the court argue that the principle
cannot be used to relax the conditions laid down in this Article? Put di�erently, if
the principle should not lower the level of evidence required to interpret emergency
measures, how could precaution be implemented in the context of Article 34? The
brief ruling does not provide an answer to these questions. This is not the �rst time,
however, that the CJEU does not clarify what level of scienti�c evidence is required to
trigger precautionarymeasures. In theAustrian case, for instance, theAdvocateGeneral
Sharpston stresses that the CFI and CJEU failed in their duty to provide adequate
reasoning on the principle by virtue of not having examined the evidence in light of
the Precautionary Principle.288

Secondly, the court in Fidenato case remarks the di�erence in procedural operation
betweenArticles 7 and34289 and its reasoning suggests that thePrecautionaryPrinciple
is not needed in the Fidenato case because the contested product has already been
scienti�cally assessed. ‘Because a full scienti�c review has already taken place,’ the
Advocate General Bobek observes, ‘in order to adopt emergency measures under
Article 34, a higher level of evidencemust be established ( . . . ). It is also quite clear that
Article 34 should not be used as a way to circumvent the authorisation or disregard the
scienti�c assessment that was carried out at that stage.’290

Bobek uses this justi�cation to argue against the application of precaution in the
Fidenato case. However, there are two points that can be made with respect to this
reasoning—givenby theAdvocateGeneral and recalledby theCJEU.First, theongoing
scienti�c debate on the adverse e�ects ofGMOsonhumanhealth and the environment
arguably precludes the possibility that ‘a full scienti�c assessment of the contested
products has already taken place’.291 A�er all, this case represents an example of the
current, polarised scienti�c debate: Whereas the Italian Government argued that the
GMO cultivation ban was based on new scienti�c studies proving the harmfulness of
GM Maize 810, the EFSA concluded that there was a lack of new scienti�c evidence
showing the harmfulness of this maize. Second, even if the contested product has
already been scienti�cally assessed, the Precautionary Principle can still be applied
since it doesnotdependon scienti�cuncertaintybut rather it canbe triggered in spite of

287 Fidenato case, supra note 14, at p 6 (emphasis added).
288 Opinion of Advocate General Sharpston, supra note 193, para 51.
289 Opinion of Advocate General Bobek in Giorgio Fidenato and Others, C-111/16, EU:C:2017:676, at paras

74–76.
290 Opinion of Advocate General Bobek, supra note 289, at para 77 (emphasis added).
291 Id. supra note 289, at para 76.
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it. As such, itmight be argued that theCJEU’s rejection of the Italian request is based on
a misperception of the relationship between the Precautionary Principle and scienti�c
knowledge.

Therefore, also in the 2017 judgment, the lack of ‘new’ scienti�c evidence rep-
resents a key reason preventing the CJEU from allowing the operationalisation of
precautionary measures.

CONCLUSIONS
The analysis of the the jurisprudential path of theCJEUon the Precautionary Principle
has highlighted that since 1983 to 2018, a copious number of European decisions have
given voice to national requests for taking precautionary actions in di�erent contexts.
This manuscript shows however a standstill in the jurisprudence of the CJEU on the
Precautionary Principle in the speci�c context ofGMOs. This invites to draw twomain
�ndings.

The �rst key �nding relates to the signi�cance of ‘new’ scienti�c evidence as a
necessary pre-condition for a Member State to validly take a precautionary measure
to ban a GMOwithin its territory. This was clearly established inMonsanto Italywhere
the court ruled that Italy had not provided any new evidence to support its position
that the ban was necessary. This requirement was further endorsed in the Austrian
case, which established not only that the lawfulness of a national measure is closely
linked to the scienti�c evidence put forward, but that this must be ‘new scienti�c
evidence’ as interpreted by the court. The request for ‘new’ evidence was also sustained
in France Monsanto, which held that the ‘emergency measure’ under Article 34 of the
2003 Regulation must rely on ‘new evidence based on reliable scienti�c data’ and in
Fidenato case by referring back to France Monsanto.

The second key �nding is in the form of an observation that the CJEU’s approach
to evidence in the risk assessment stage e�ectively pre-empts expression of the Precau-
tionary Principle to provide a high level of protection for health and the environment
as intended by the EU policy framework.

The above key �ndings raise several implications for understanding the Precaution-
ary Principle and regulation ofGMOs inEurope.Whether or not the court had erred in
its decision-making is open to debate, given that the outcomes of each case ultimately
relied on key issues that were open to interpretation. Had the court interpreted the
evidentiary matters referred to in the �rst two �ndings di�erently, it would likely have
led to di�erent outcomes. The fact that courts have to interpret complex scienti�c
evidence and could come to two opposite verdicts based on the same evidence is not
ideal. Accordingly, the time seems tobemature for a clearer legislationon the regulation
of GMOs in Europe. The current global pandemic is showing us the importance of
taking e�ective precautionary measures in spite of remaining scienti�c uncertainties.
In dra�ing a new legislation on GMOs, the legislator should bear this lesson in mind.
A�er all, the precautionary principle remains a key tenet of the European legislative
framework and it is o�en recalled, although not thoroughly analysed, by European
Courts. For instance, also the recent 2018 judgment of the CJEU on the regulatory
status of genome-edited crops o�ers interesting deliberations on the Precautionary
Principle.292 Unlike the cases examined in this article, the 2018 case required the

292 Confédération paysanne andOthers v Premier minister andMinistre de l’Agriculture, de l’Agroalimentaire et de la
Forêt, C-528/16, EU:C:2018:583 (‘Confédération paysanne and Others’).
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CJEU to address the question of whether crop plants in which the genetic material was
modi�ed with targeted mutagenesis techniques are subject to the European restrictive
GMO regulations.293 In addressing this question, the CJEU acknowledged that the
2001Directive ‘seeks to implement’ the Precautionary Principle and applies to targeted
mutagenesis.294 This decision might invite to argue that the European Court wanted
to ensure e�ective operationalization of the precautionary principle in the context at
hand.Nevertheless, as the court was quite tight-lipped on the questions concerning the
applicability of the Precautionary Principle, this argumentation is purely speculative.
This strengthens the analysis of the four cases in this article, which has shown that
the CJEU does not seem incline to o�er in-depth insights into the applicability of the
Precautionary Principle in the context of biotechnology. Further steps forward towards
e�ective operationalisationof this principle under theEuropean legal frameworkwould
require the CJEU to elaborate more on questions concerning the employment of the
Precautionary Principle.

The question moving forwards relates instead to the implications arising from the
trends emerging from the examined decisions. It merits reiterating that the Member
States failed to gain the support of the CJEU in all four cases, with each of their
precautionary measures to ban GMOs within their territories declared invalid. This
was despite the fact that they had attempted to do so by utilising three distinct legal
mechanisms to trigger the Precautionary Principle.

Theanalysis of the four cases suggests that theCJEUtends to favouring international
trade over EU policy aim to promote the highest standard of health and environmental
protection. This does not echo the precautionary European legal and policy framework
that should arguably have encouraged the court to take a less narrow approach to evi-
dence regarding risks. To remind us, European States are allowed to take precautionary
measures if there are reasonable grounds for concern that the potentially dangerous
e�ects on the environment, human, animal or plant health may occur in spite of the
presence of insu�cient, inconclusive or uncertain scienti�c evidence.295 Nevertheless,
the strong judicial reliance on scienti�c knowledge is a common aspect of all four cases,
though it ignores the fact that the discussion around GMOs is ridden with scienti�c
uncertainty.296This, in turn,mirrors a ‘weak’ expressionof thePrecautionaryPrinciple,
which is in contrast to the the ‘moderate/reasonable’ formulation of the Precautionary
Principle provided by the European normative framework and the ‘strong’ interpre-
tation of the principle emerging from the precautionary European legal and policy
framework. As such, this article argues that the CJEU’s rulings are not keeping pace
with the European regulatory framework which considers the Precautionary Principle
as a key tenet297 and, through the 2015 Directive, allows Member States to ban GMO
cultivation without referring to scienti�c evidence.298

293 This article does not discuss this judgment as it represents a di�erent type of case. For an in-depth analysis
of the 2018 judgment, see Felix Beck,All About That Risk? A (Re-) Assessment of the CJEU’ s Reasoning in the
“Genome Editing” Case, 2 EurUP 246–255 (2019).

294 Confédération paysanne and Others, supra note 292, para 53.
295 COMM(2000), supra note 18, pp 9–10 (emphasis added).
296 Discussions of pros and cons of GMOs can be found in Tenente, supra note 5; Pellegrino et al., supra note

5; Juma, supra note 5; Wieczorek, supra note 6.
297 COMM(2000), supra note 18, p 12, para 3.
298 The 2015 Directive, supra note 9, art 26-b.
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The introduction of the 2015 Directive provides for new scenarios under which
Member States are allowed to, inter alia, implement domestic precautionary measures
aiming to restrict or prohibit the cultivation of GMOs without referring to science-
based evidence. The Polish Government took advantage of this opportunity and, in
September 2015, ‘noti�ed the exclusion of its territory from the possibility of plant-
ing any type of modi�ed maize currently admitted to the market for farming in the
European Union.’299 Only a year earlier, the CJEU’s had ruled against Poland to
banning the cultivation ofGMOs on its territory. This illustrates the new opportunities
provided for EUMember States by the 2015 Directive.

Thus, the case-analysis invites us to re-think (a) the role of science in legal disputes
about issues that are characterized by scienti�c uncertainty, and (b) the potential role
that the Precautionary Principle could play if applied e�ectively. A�er all, the CJEU in
the 2017 ruling indirectly describes the Precautionary Principle as a suitable legal tool
to balance the protection of human healthwith trade interests, by stating the following:

[T]he conditions set out in Article 54(1) of Regulation No 178/2002, to which the
adoption of emergency measures is subject, must be interpreted in the light of, inter alia,
the precautionary principle, in order to ensure a high level of protection of human life and
health, whilst taking care to ensure the free movement of safe and wholesome food and
feed, which is an essential aspect of the internal market.300

Finally, while the recent amendments introduced by the 2018 Directive underscore
further legislative e�orts to develop a more comprehensive ERA for GMOs, they also
demonstrate that the legal path towards amore sophisticated and e�cient regulation of
this technology remains long. Indeed, the complexity surrounding the adverse e�ects
of GMOs can neither be reduced to a quantitative assessment of risk, nor understood
mainly through a scienti�c evaluation of the EFSA. Rather, a path forward with respect
to the controversial issue of GMOs requires the adoption of a qualitative evaluation
of risk as well as the implementation of judicial decisions tipping the scales in favour
of caution. This invites further re�ection on how the Precautionary Principle can be
better expressed through more detailed guidance in o�cial policies to assist decision-
makers, especially because EU policy on GMOs is in�uenced by external stakehold-
ers. In this respect, the WTO is generally deemed as the most in�uential external
force, having exerted strong pressure to achieve harmonisation of European policies
with international standards.301 Accordingly, the lack of signi�cant steps forward in
the European jurisprudence on GMOs can be rationalised as the result of balancing
competing internal and external policy interests in cultivating and/or trading GMOs.
This would also explainwhy the jurisprudential path of theCJEUon the Precautionary
Principle developed inmany contexts, but not in the �eld ofGMOs.This, in turn,might
invite the argument that the CJEU, in supporting national requests for cultivating and
tradingGMOs, is attempting tomitigate the consequences stemming from the fact that

299 I. Wrześniewska-Wal, Implementation of the CJEU Judgment: An Empty Register, 13 Eur. Food Feed Law
Rev. 59, 59 (2018).

300 Fidenato case, supra note 14, at p 6.
301 Jale Tosun,How the EU Handles Uncertain Risks: Understanding the Role of the Precautionary Principle, 20 J.

Eur. Public Policy 1517, 1522 (2013). See also Grace Skogstad, Contested Accountability Claims and
GMO Regulation in the European Union, 49 J. CommonMark. Stud. 895 (2011).
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theEuropean scepticism towardsGMOsrepresents ahurdle for international free trade,
as demonstrated by the WTO legal disputes on international trade of GMOs which
involve Europe.302

Taken together, the �ndings suggest a fractured legal and policy framework for
both the conceptualisation of the Precautionary Principle and regulation of GMOs in
the European context. This invites further interdisciplinary research to better under-
stand the capacity of European law to navigate the complex issues raised by GMOs.
For instance, considering that the complexity surrounding biotechnology cannot be
reduced to a scienti�c matter, it might be interesting to investigate who should be
considered ‘expert of GMOs’ and, consequently, inform the CJEU about contested
biotechnology risks.
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